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CMS REGULATION OF HEALTHCARE 
SERVICES 


THURSDAY, OCTOBER 3, 2002 

House of Representatives, 
Committee on Small Business, 

Washington, DC. 

The Committee met, pursuant to call, at 2:10 p.m., in Room 
2360, Rayburn House Office Building, Hon. Donald A. Manzullo 
[chair of the Committee] presiding. 

Chairman Manzullo. Good afternoon. We have an interesting 
scenario going on over on the floor, but what else is new in life? 
Let me get through the opening statement here and then we will 
have to adjourn and come back for the remainder of the hearing. 

And I thought it would be a good idea, just before the Congress 
ends to try to tie up as many loose ends as possible. And perhaps 
Mr. Scully could help us on that. 

This hearing really is in three parts. The first part is an update 
on the administrative process of exactly how to deal with Mary 
Harroun’s combination of a walker and seat known as a Merry 
Walker. 

I am going to be asking Leslie Norwalk to sit at the table and 
give us an update on the administrative process. Leslie, I know 
when you were in my office, we asked it be concluded within 60 
days. We were subsequently advised that you wanted to do a lot 
more research and investigation into that. 

The second issue deals with the portable x-ray provider reim- 
bursement that apparently has reached a stalemate. We want to 
get that taken care of have asked a couple of people from CMS 
staff to join us. 

The third issue deals with CLIA, and people from CMS, along 
with Mr. Scully will help us through it. 

The purpose here is to have this as informal as possible, to have 
an exchange going on among the parties. We are looking towards 
guidelines and a resolution. 

I know with regard to the Merry Walker, I think we had three 
issues in there, and one or two of them have been resolved, and the 
third one may or may not be resolved to the likings of my con- 
stituent, but at least will be on the road to getting that resolved 
and to go on to working with Mary on further applications and 
guidelines for the applications that have already been approved by 
CMS. 

We are also going to be joined later on by Dr. David Weldon, 
M.D. He has asked to address the Committee and talk briefly 
about the status of the portable x-ray issue. The fact that the rates 
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are so low, that the portable x-ray people are going out of business, 
and CMS is actually paying more to do the same services at a great 
disadvantage to the seniors who are involved. 

And my mother was one of those who had the benefits of using 
the portable x-ray. And then when that was ended in Rockford, Illi- 
nois, because of low reimbursement rates, she had to be carted to 
the hospital, sat in the emergency room, and 4 hours later carted 
back to the nursing home, all at a cost of several times more than 
the portable x-ray. We are quite disappointed that that issue has 
not been resolved. So that is going to be the purpose of the hearing. 

[Mr. Manzullo’s statement may be found in the appendix.] 

Chairman Manzullo. And Dr. Christensen, did you have an 
opening statement? 

Mrs. Christian-Christensen. I do, Mr. Chairman. Did you want 
me to go ahead and do it now? 

Chairman Manzullo. Did you want to do it now or wait until 
we get back? 

Mrs. Christian-Christensen. I will wait. I will make an infor- 
mal statement. 

Chairman Manzullo. As a Member of Congress and also as a 
medical doctor, I want to give you some time. 

Mrs. Christian-Christensen. Thank you. 

Chairman Manzullo. We are adjourned here for a few minutes. 

[Recess.] 

Chairman Manzullo. Dr. Christensen. 

Mrs. Christian-Christensen. Thank you, Mr. Chairman. I want 
to thank you for having this hearing. I appreciate any time that 
we have the opportunity to have Mr. Scully with us to address the 
issues that are affecting our health care providers and the patients 
that they serve. 

I am glad that we are going to revisit the Merry Walker issue 
again. I think it is a very appropriate example of how the imple- 
mentation of CMS regulations sometimes just don’t serve the pa- 
tients or the provider well. I hope that we will be able to resolve 
that issue today. 

And beyond that, even make a start at seeing how we can best 
fix the problem more systematically. I had the great experience of 
being with my local doctors last weekend as they were meeting 
with the representatives of our carrier in Puerto Rico, Triple S. I 
applaud the effort that they are making to try to address the con- 
cerns of the physicians, but I really think we still need to fix the 
contracting system. 

Even you, Mr. Scully, said that it was flawed. I don’t think we 
are going to be able to address a lot of the concerns unless that is 
fixed. So I just wanted to say that on the record again. 

As we meet, the issue of restoring cuts to provider payments, has 
not been resolved. There was an attempt today here. The Senate 
was to have marked up a bill this week, they have not marked it 
up yet. And I still hold that CMS can do it administratively. I want 
to get it on the record. We are forcing providers out of business. 
In doing so, we are denying many people in this country access to 
health care. 

I also want to underscore that just doing a Medicare give-back 
bill wouldn’t necessarily either get to the heart of the problem. We 
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really need to look at how the fees are set and what are the param- 
eters used. We said it before that the GDP was not a good way to 
determine what our Medicare fees should he. The issue, one of the 
issues I wanted to mention also is HIPPA. As that is looming very 
imminently ahead, small hospitals and other providers need fund- 
ing and technical assistance, I think to make the changes that are 
necessary to become compliant, and I hope that we can begin to 
identify where such help can be found. 

And with the history of audits and the investigations, which I 
have, at least on two occasions, asked for a moratorium on, it 
causes us to be concerned over what will happen as these new reg- 
ulations are put into effect, because we know that the costs of time 
and money for review or reconsideration process is usually some- 
thing that most of our small health care providers can’t afford. And 
it turns out that many of those investigations don’t find anything 
except innocent mistakes. So I would like some reassurance from 
CMS that there will be some flexibility and more help and tech- 
nical assistance rather than punitive measures imposed as we 
begin this vep^ complex process. 

One more issue I would like to add, and otherwise I will submit 
my entire opening statement for the record. And this is not in order 
of importance. I still have a problem with the prescription drug 
card that the administration is proposing. The card — I think given 
the fact — it is a poor substitute for a comprehensive Medicare pre- 
scription drug benefit. It not only will not provide substantive help 
to seniors, but it has the potential of hurting our pharmacies and 
our chain drug stores. This is, I believe, the third reincarnation of 
the program. I would like to know what is different about this pro- 
gram? How will this program help more than the others? How is 
it different than it will pass muster with the courts? 

With that, I would like to thank all of you who are here to testify 
this afternoon. Thank you for giving me the opportunity to make 
an opening statement and welcome again. 

Chairman Manzullo. Thank you. Doctor. What I would like to 
do is do the testimony in thirds. Mr. Pence do you have an opening 
statement? 

Mr. Pence. I do very briefly, Mr. Chairman. I want to thank you. 
Chairman Manzullo, for calling what I think is a very important 
hearing at a very busy time on the legislative calendar. 

As the chairman of the Subcommittee on Regulatory Reform and 
Oversight of this Committee, I regularly hear from small business 
people who are struggling under the heavy hand of government 
regulation. Often it is a small entrepreneur with a new idea for 
making a product or a family business, like yours, Mr. Chairman, 
passed down over generations that finds itself unable to stay in 
business because of the cost and the burden of onerous government 
regulations. 

But I must say, in keeping with today’s hearing, I think it is par- 
ticularly troubling when I hear from physicians in my district, and 
even in my home town, which is represented here on our panel 
today. People who oftentimes hold life and death in their hands, 
the very well being of the citizens that we serve, who tell me that 
they are unable to give their patients the best care possible, in part 
because of government regulations. 
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The Clinical Laboratory Improvement Amendments Act of 1988 
or CLIA, is the issue that I have been a part of bringing to the 
committee’s attention today. CLIA, as we all know, is administered 
primarily by the Centers for Medicare and Medicaid Services. So 
I am particularly grateful for Administrator Scully’s participation 
today, and wish to thank you publicly for being here. 

CLIA’s inception was in reaction, we all know, to poorly per- 
formed laboratory tests that resulted in missed diagnosis, particu- 
larly of cancer. It was absolutely a tragedy. CLIA’s aim was to pre- 
vent errors in laboratory testing and reporting. 

In certain respects, these efforts have been commendable, and in 
some ways quite successful. The difficulties however, began in 
treating a single physician the same way we would treat a 1,000- 
person laboratory. In other areas of government we have been con- 
vinced that the one-size-fits-all regulation isn’t the answer. In the 
field of health care, I simply believe the same rule should apply. 

The Secretary of HHS, Tommy Thompson’s Advisory Committee 
on Regulatory Reform, has put together some important ideas on 
changes to CLIA. We hope there are opportunities to work with 
CMS on other changes and hopefully here some today. I think we 
will hear in this hearing today, Mr. Chairman, reasons for reform 
on the burden that physicians face. 

And hopefully in this hearing, we will begin to hear the begin- 
nings of some very needful reforms under this new administration. 
I look forward to hearing from all of our witnesses. I would echo 
the chairman’s appreciation for your willingness to travel here 
many miles and endure the scrutiny of a Congressional panel. 

And again, we thank you, Mr. Chairman, for your leadership in 
this area. 

Chairman Manzullo. Well, thank you. 

I want to do these in triplets, or in three parts, to keep the testi- 
mony as tight as possible, and first talk about the issue with the 
Merry Walker. Mr. Scully, if you wanted to comment on that, or 
if you wanted to defer to Leslie on that, on the status, however, you 
know, since you are the lead witness, one of the lead witnesses on 
it, however you would feel comfortable. 

Mr. Scully. It depends on what Leslie says. 

Chairman Manzullo. We are looking at the administrative sta- 
tus on that. It is up to you. 

Mr. Scully. I would be happy to talk about it. 

STATEMENT OF THE HON. THOMAS SCULLY, ADMINISTRATOR, 
CENTERS FOR MEDICARE AND MEDICAID SERVICES 

Mr. Scully. If you wouldn’t mind first, so I don’t forget to just 
quickly run through the Congresswoman’s issues, could I jump to 
those and then go straight back? Because a lot of them — they are 
all important issues. 

Let me start with the drug card, as you know this is something 
that came out of our career staff. And I talked to you before about 
it. We clearly don’t look at that as a substitute for a Medicare drug 
benefit. We really wanted to get a drug benefit this year. We spent 
a lot of time supporting the House bill. 
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We showed great willingness to work on any kind of variable 
with the Senate. And I am personally very disappointed, it doesn’t 
look like we are going to get one this year. 

We believe that the drug card, as I said before, I represent 40 
million seniors and disabled, we believe they walk into a pharmacy 
and pay the highest prices. We all have, or I have Blue Cross of 
Virginia. I probably pay 15 to 20 percent less because of their use 
of a PBM than a senior does, and we are basically trying to orga- 
nize the seniors to have the same kind of purchasing power people 
under 65 have in the interim. 

In the long run, seniors want an insurance plan where they are 
going to pay $10 a prescription like I do. In the short term, we 
want to give them some hope by coordinating their market power. 
We have spent a lot of time with the drug makers, the retail phar- 
macists and the chain drug stores. We understand their concerns. 
I think the new reg is much tighter, and answered a lot of their 
concerns. They have not actually sued us yet. 

Ms. Norwalk. They filed Friday. 

Mr. Scully. We spent a lot of time talking to them. I understand 
their concerns. They have a lot of legitimate concerns. They are 
concerned that we organize 40 million seniors, and seniors pay the 
highest cost in a retail pharmacy, they are concerned more that we 
are going to go to mail order, which I don’t think will happen, we 
are concerned about that. 

They are also concerned that if seniors pay lower prices, they are 
going to get stuck in the squeeze and their margins, where there 
are high costs on seniors will be lower. 

We have every expectation that people under 65 may pay more, 
but we don’t believe people over 65 should be paying the highest 
prices, which is what happens right now. So that — we are trying 
to work with the pharmacists as much as we can. The drug card 
is clearly a short term — I think it is a little more than a band aid, 
but we believe it is a help. We also think it is a first step. 

We have had a lot of bipartisan support. You may have noticed 
that in the Senate, one of the few things that got through the Sen- 
ate in the drug bill was that both sides on a bipartisan basis, said 
the drug discount card is a good idea. But we have never held it 
out as a substitute or even a short term fix. Almost all of the bills. 
Democratic and Republican on both sides, envision us organizing 
40 million seniors into purchasing co-ops. That is all we are trying 
to do. We are very sensitive to the pharmacists’ concerns. I never 
expected them to like it, but I do think we have bent over back- 
wards to find ways to address their concerns, purely because of the 
lawsuit, because there is a question about our existing legal au- 
thority or ability and our rules to answer all of their concerns, we 
are kind of in a catch-22. 

The more we tighten up our rule, the more people — there is a 
legal question about our authority to do it. So, but we are com- 
mitted to working with them. I spent a lot of time talking to them. 
I went and spoke at their annual meetings. I have talked to the 
chain drug stores, and you know we think they have a lot of legis- 
late concerns we would like to address. We also think that we have 
40 million seniors that aren’t organized, and we have a responsi- 
bility to organize them. 
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I am glad to hear you have a good relationship with your con- 
tractor. As you know, we want to do contracting reform. I think 
there is a pretty good chance, if we do get a bill in the next couple 
of weeks that we are going to get contracting reform. SSS is part 
of Empire. My guess is they will probably be involved no matter 
what. But they tend to be one of our better contractors. We think 
that we can do a lot to improve that system. 

On physician payment reform. Chairman Thomas and many 
other people hope that I can fix that on my own. I can tell you I 
have spent many hours with every lawyer in the government. We 
can’t fix it. Unfortunately, there is a negative 4.4 percent update 
coming on top of last year’s negative 5.4 percent, and we are very 
strongly trying to fix that this year. 

And as I think you would ask, I have been the number 1 advo- 
cate of fixing it. And the administration does not look at that as 
a give-back. We look at it as a technical fix. The formula is screwed 
up, and we are determined to fix that. We are not great fans of a 
big give-back bill, as you know. But we do believe that Congress 
absolutely has to fix the physician payment formula before we 
leave or we are going to have a significant access problem. 

So we are completely in support of that. And the two other quick 
things, I will mention HIPAA. I agree with a lot of your concerns 
about HIPAA. We have a lot of work to do on HIPAA, but I do 
think in the long run, all of the doctors’ offices, all of the hospitals, 
and I used to represent 2,000 of them, you know they now get 
billed by 25 different insurance companies with 25 different sets of 
forms. It is going to be difficult and intimidating to go to one com- 
mon set of forms. 

It may be difficult a year from now when we flip the switch and 
use a common data set. But people have been talking about this 
for 15 years as the right thing to do. I think 2 or 3 years from now 
when you go into a lot or a physician’s office, they are going to have 
a lot lower need for clerical staff, hopefully, because they will have 
one set of forms for every insurance company, and for Medicare 
and for Medicaid. It is an intimidating task, and we are responsible 
for the education. It is going to be tough. 

But I do think that we need, at some point, to close our eyes and 
take the leap of faith and have every provider use one set of com- 
mon codes. In the long run, it will do a lot to debureaucratize the 
billing system. And we are hoping to do the best we can to work 
with your providers to educate them on that. 

The last thing I have tried, maybe I will just use this as my in- 
troduction to the other issues we are going to get into. We tried the 
best we can to debureaucratize CMS in the last year and to deal 
with people, even this morning at our staff meeting, I was in North 
Carolina, rural North Carolina touring five hospitals on Friday. I 
came back and gave the example of one that had a minor investiga- 
tion 5 years ago. It turned out after 5 years of investigation, that 
they had no violation, but they spent $1 million dollars on legal 
fees on a 60-bed hospital. And that is the kind of thing that drives 
people crazy. 

We are doing the best we can to avoid that kind of thing. On the 
other hand, we are spending $560 billion of taxpayer money every 
year in Medicare and Medicare and S-CHIP and you have to have 
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some reasonable guidelines to make sure the programs don’t get 
defrauded. 

But I think we have made a lot of gains. We are here to talk 
about the issues that came up 4 or 5 months ago. And I think we 
have spent a lot of staff time and made a lot of effort. We haven’t 
resolved all your issues, but we spent a lot of time on them. And 
I will just jump in by talking about Merry Walker. 

If you would like, stop there and go on one by one? 

Chairman Manzullo. Yes. 

Mr. Scully. On the Merry Walker issue, we almost resolved it 
during the break on the vote. But we are very sensitive to Mary’s 
concerns. We spent a lot of time on it. Leslie spent a lot of time 
on it. The bottom line is, it is pretty clear that she obviously come 
up with a creative product that makes a lot of sense. 

I am sure in many cases, her ambulatory device makes a lot of 
sense and would help in a lot of nursing homes. I spent a lot of 
yesterday in a nursing home in Arkansas. And there is no question 
that you can pretty much look at it from the perspective of many 
seniors, that the device makes a lot of sense. 

In my written testimony, we laid out a lot of examples of why 
we have concerns about the Merry Walker. It is a great product. 
I think we are making a lot of changes in our regulatory basis to 
make sure it is not automatically coded as a restraint. In most 
cases it is not going to be a restraint. 

Out of about 3,100 I think cases of restraint — 6,100, filed com- 
plaints about restraints this year, about 30 of them came from 
Merry Walker. There is no doubt the company, that Mary had no 
intention of having it be designed as a restraint, but we have a 
statutory requirement that if anything, whether it is a wheelchair 
with a belt, whether it is bed with a brace on it, whether it is a 
walker that is intended to be helpful for rehab, which this one is; 
if a patient who is physically or mentally limited has trouble get- 
ting out of it by themselves, we have to code it as a restraint. 

I think Mary’s major concern, and I think we have had some 
gains with your staffs help in the last few months, is that nursing 
homes haven’t been buying them because they thought they always 
had to code it as a restraint. 

And so if they are going to have to report it as a restraint and 
fill out pages and pages of forms they weren’t going to buy it and 
use it. We have made a big effort in the last 4 or 5 months. We 
have sent out a guide to almost every nursing home in the country 
saying this should not automatically be coded as a restraint. We 
are about to send out to all of the State surveyors guidance that 
says that it should not be coded as a restraint. 

In talking to Mary during the break, I think she — apparently 
didn’t know it — we are coming up with a new code that takes it out 
of a category that apparently more automatically throws in that 
problem area. 

But it is clear we spent a lot of time looking, probably more time 
looking at this device than any device in the world, I would guess 
the last 6 months. There are some cases where clearly, and yet I 
think you can see it by looking at it, an elderly patient who maybe 
much better off in this than a wheelchair, and in some cases, can’t 
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get outside of the railing, and can’t get out of the thing, and it is 
not intended to be used as a restraint, but it might be. 

And in these cases where we have tried to set up a situation 
where if nursing homes essentially certify, they would not be con- 
sider it automatically as a restraint, which is Mary’s number one 
concern. But a nursing home would have to say, we don’t believe 
for this patient it is a restraint. But for other patients, there are 
a subset of patients where it could be a restraint, we have at least 
30 examples where patients have had significant problems getting 
out of it, or have fallen. That is not the intent. Clearly having been 
in a lot of rehab hospitals over the years, it is a great device, and 
probably could be very helpful to a lot of patients. 

But clearly you can see in some cases could be difficult for some 
patients to get out of So that is the problem. Your original request, 
or Mary’s was that we never classify it as a device. I think we have 
gone to every length — sorry, as a restraint, every length we can to 
educate the provider that it should not be used as a restraint. 

But that they — if they basically find that for that patient it is not 
a problem, then it is not a restraint. Because the issue for her, if 
it is ever classified as a restraint in the MDS system, the nursing 
home then has to fill out lots of forms and must have greater over- 
sight, which is clearly not the case. 

And, I think for many patients this is probably a far better de- 
vice than a wheelchair. That is pretty obvious. I think it is also ob- 
vious that for the agency to say this could never be a restraint for 
any senior in a nursing home also is inaccurate. 

So that is — I skipped over my testimony. But that is a quick 
summary on that subject. We spent a lot of time talking. 

[Mr. Scully’s statement may be found in the appendix.] 

Chairman Manzullo. I would like to go to Leslie Norwalk, who 
is the policy director and counselor to the Administrator at CMS. 
And I just want to take you back to our office. When was that, in 
June? 

Ms. Norwalk. In June. 

Chairman Manzullo. Our goal was to try to get the resolution 
in 60 days, and that time has come and passed. But, there have 
been reasons for that, because I know you have been doing a lot 
of research on it. If you could bring us up to date, give us the 
legals, where we are exactly on it, and then, Mary may have a 
question or a comment and we can take it from there. 

Ms. Norwalk. As Tom alluded we — Barry and I, actually spent, 
your fabulous regulatory counsel spent 

Chairman Manzullo. I will note that for the record. 

Mr. Pence. Move to Strike. 

Ms. Norwalk. But of course. We spent a significant amount of 
time after that meeting, and I think it was July 10th when Barry 
and I actually came to some understanding that the resident as- 
sessment instrument, which is the guidance that goes along with 
our Minimum Data Set that nursing homes are required to fill out, 
those instructions to the nursing homes, we altered those and 
amended those, so it was clear, as Tom mentioned, that it was not 
always classified or categorized as a restraint and tried to make 
clear to the nursing homes that they needed to do an individualized 
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assessment to see whether or not the effect of the particular device 
had the effect of being a restraint. 

And if it did, then they would need to code on the MDS as a re- 
straint. And then, follow the statutory requirements of when it is 
a restraint. When something is a restraint, the statute requires — 
that it has to be used to treat medical symptoms, and it cannot be 
done purely for staff convenience. 

And the concern is, that while most of the nursing homes are ter- 
rific, but every once in a while you get a bad egg and they might 
put someone in Merry Walker’s fabulous device who wants to get 
out of it, can’t get out of it for whatever reason, and either falls 
over or they are stuck in here. And Mary totally understands that 
this should be used, in most instances, with supervision. 

Sometimes nursing homes don’t have that supervision. So I 
think — what we did was, we went as far as we could go in terms 
of making — everything except for saying that it is not classified 
as — it is never classified as a restraint, but yet trying to be clear 
that it didn’t always have to be one, either, so that middle ground. 
And we did a lot in terms of educating the nursing homes, getting 
on calls and talking to the associations, getting this out so that the 
actual guidance, when someone is looking at, gee, how do I code the 
restraint in the MDS, they actually read that it is not always a re- 
straint, and they have to do an individual assessment. 

So that is where we are. That happened after our meeting. So 
that is the first step. Now, actually there was a step prior to that. 
I know that there was a trademark concern that came up probably 
at the last hearing. I think we did resolve that issue. So those are 
the two issues in terms of resolution, we have come to resolution 
in terms of that. 

If you think, Mary, after looking at this that you might define 
something differently, we have put it out in draft form to make 
sure that nursing homes understand the clarifications. If they don’t 
understand, we will go ahead and revise it. 

The third step that we did, or that is in the works, is we are put- 
ting out a new version of the MDS. The Secretary ’s Advisory Com- 
mittee on Regulatory Reform that Mr. Pence referred to earlier, we 
spent a lot of time on that committee as well. So one of things that 
came up was that the MDS itself was simply too burdensome. So 
with Tom ’s help, we reduced the actual burden on that by 20 to 
30 percent, we reduced the questions so the nursing homes would 
be able to answer it more quickly. 

Now, the new version of the MDS should roll out about 2004. 
And in that new version, the way that we currently code the Merry 
Walker is in one of five categories. The five categories are bed 
rails — two different types of bed rails, a trunk restraint, a limb re- 
straint and chair prevents rising. 

Now the Merry Walker does not intelligently fall in any of those 
five categories, admittedly so. So we have put in our new instruc- 
tions that even though we understand it shouldn’t be a chair pre- 
vents rising, we would like to code it there until 2004 when we will 
have a new category. We will probably have an “other” category, 
because there may be other things that don’t fall into those five. 
And we would like to make it as easy as possible for nursing homes 
to pick one that is the most appropriate. 
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That won’t happen until 2004. But that is in the works to also 
be resolved. Of course, if it is not a restraint, you would never code 
it there. Elsewhere within the MDS, there is a section — it is an am- 
bulatory device, a walker or a cane or a crutch. You may code it 
in both places. 

I think what I — and Mary, you can help me with this. I think 
where we are now, is that Mary would like us to do something 
more to get people out of wheelchairs and into the Merry Walker. 
I think that that might be — there may be some of that that is part 
of a restraint discussion, but I think the rest of it is really beyond 
the what is a restraint discussion and something that steps farther, 
that we haven’t really done brain storming on. That is certainly 
something that we could do with her, without your brilliant regu- 
latory counsel in the room. 

But, at this point in time, I think that we have done, about as 
far as we think we can, given our concerns with the complaints 
that State surveyors have had as to restraints. 

Mr. Scully. Talking to Mary during the break, the vote, one of 
Mary’s concerns is, I was at a 95-bed nursing home yesterday in 
Little Rock. There are a lot of people in wheelchairs that could and 
should be in a more appropriate device, that they are not going to 
sit in a wheelchair all day. That may well be correct. And we have 
a lot of problems with nursing homes, both with payment and level 
of care and level of staffing. 

But I think that goes beyond how we someday incentivize facili- 
ties to use better devices, as different than a restraint. You can 
probably fall out of a wheelchair as well, but the issue is, as a stat- 
utory matter, anything that a person cannot get out of easily, has 
to be classified as a restraint. I think we have gone as far as — ^very 
far in clarifying that in most cases, it will be — I think Mary’s num- 
ber 1 problem is it is hard to market it. It is a restraint. We have 
to fill out lots of paperwork. We have gone to great extents to make 
it clear to nursing homes and to our contractors and to the State 
surveyors that unless they say for this patient, it may be a re- 
straint, and won’t be classified as such. 

Chairman Manzullo. Okay. 

STATEMENT OF MARY HARROUN, M.S., LNHA PRESIDENT, 
MERRY WALKER CORPORATION 

Ms. Harroun. I am Mary Harroun, the inventor of the Merry 
Walker. I am a geriatric psychologist, licensed nursing home ad- 
ministrator. I invented the Merry Walker 12 years ago. 

I discovered this about a year and a half ago when I was at an 
Alzheimer’s conference and had not kept up with on the MDS be- 
cause I am not in clinical practice any more. Leslie did give to 
Barry a copy of all of the deficiencies. I believe we came up with 
30 deficiencies on the Merry Walker. I read through them ex- 
tremely carefully and found out, gleaning through them, that there 
were 32 documentations required in order to use a Merry Walker 
in a nursing home if it is considered a restraint. 

I talked to a number of nursing homes that had actually used the 
Merry Walker and were cited as — that it was cited as a restraint 
when, in fact, they were not using it as a restraining device. I do 
have some problems with that. 
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[Ms. Harroun’s statement may be found in the appendix.] 

Chairman Manzullo. Let me take you forward. Based upon 
what Ms. Norwalk said on since the meeting we had in our office 
in July, okay, would you comment on what she said? 

Ms. Harroun. I have not seen a copy of that, so I cannot — I have 
no knowledge of that. 

Chairman Manzullo. Is this in draft form? 

Mr. Scully. She only has one copy. 

Ms. Harroun. No, I did not receive this from you. 

Chairman Manzullo. Our efficient Regulatory Counsel sent it to 
you. 

Ms. Harroun. I did not receive it. So this is the first time that 
I have actually seen this. 

Chairman Manzullo. Ms. Norwalk, the purpose of that is to ad- 
vise nursing home administrators that this is not automatically a 
restraint? 

Ms. Norwalk. That is correct. 

Chairman Manzullo. All right. Mary. 

Ms. Harroun. That would be fine. 

Chairman Manzullo. That was one of your goals in there. Go 
ahead. 

Ms. Harroun. What we need to do is make sure the resident, of 
course, is appropriate to use the Merry Walker, which I have al- 
ways advocated they need the assistance of one. 

Chairman Manzullo. Okay. 

Ms. Harroun. Or stand-by assist, whatever you want to call it. 

Chairman Manzullo. Let me stop you right there at that point. 
Ms. Norwalk, what Mary said, that this device cannot be used by 
a senior alone, there has to be some person to assist them. Is that 
part of your guidance in the letter that went out? 

Ms. Norwalk. The guidance that went out purely addresses how 
it is that a nursing home fill out paperwork. So how it is that they 
code it, so that we can do a full care plan and assessment. It is 
part of the care assessment that the nursing home has to do for 
every single patient. 

Chairman Manzullo. How many pages is this form? 

Mr. Scully. Well, in fairness because the nursing homes actu- 
ally look at this, but we went through major nursing home reform 
a couple of years ago. We now have prospective payment for nurs- 
ing homes. The way we both track quality, I note that we are going 
to have a public outcomes rating in every newspaper in the country 
November 12th of every nursing home, all this comes from the 
MDS data, but they also get paid on it. So when you are in a nurs- 
ing home, there is a fairly thorough evaluation that is done on a 
regular basis to decide how you get paid. 

So depending on how sick, how old they are, what complications 
they have. We pay about $12 billion a year, $13V2 billion a year 
this year in payments for Medicare payments to nursing homes. 

It is always done based on the patient evaluation. So the forms 
that they fill out are not for regulations, they also determine the 
payment that they get. 

Chairman Manzullo. Okay. 

Ms. Harroun. I have a question. Since I have not been educated 
in the MDS because I have been out of the clinical area for 12 
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years. The RUG, is that — those are based on payment. And from 
what I understand, and please correct me if I’m wrong, if a resi- 
dent needs higher intervention in care, more nursing, they have 
decubitus ulcers, they can no longer walk, they are incontinent, 
they need assistance with ADLs, does the nursing home in fact get 
paid more money for that resident care or do they get paid 

Mr. Scully. Yes. Much like we went to DRG’s, which are diag- 
nosis related groups in 1985 for hospitals, and a few years ago 
went to ambulatory payment codes for outpatients, RUGS are re- 
source utilization groups. There are 88 of them. I may be wrong. 
And there are 88 categories. As a nursing home patient, they fill 
out a form about how mobile are you, do you have Alzheimer’s? 
What your various illness problems are. How many activities of 
daily living do you need help? It is done periodically during the 
nursing home stay. 

And basically that determines what we use to track quality, but 
it is also used for payment. So if a nursing home identifies the pa- 
tient as having higher acuity and more illnesses and more trouble 
with various activities of daily living, they get paid more — there 
are 45 RUGS payments. 

Ms. Harroun. If I were owner of a nursing home, God forbid, I 
would not be in there, wouldn’t it behoove me to run my residents 
right on the edge to receive higher payment for Medicare, or poorer 
care? If I have a resident sitting immobile, either in bed or a 
wheelchair, and they are probably going to develop a level 1, let’s 
start with a decubitus ulcer, it then goes up to level 4, I would re- 
ceive more payment for that patient’s ulcer than if I kept them am- 
bulatory in the first place and not ever allowed them to have a 
decubitus ulcer? 

Mr. Scully. Well, you can say the same thing about any prospec- 
tive payment system, whether it is hospital inpatient or outpatient. 
We track them pretty closely. I think we measure quality very 
closely. I think you are going to see it — I forget where you live, 
Mary, Chicago. You are going to see a full-page ad in the Chicago 
Tribune on November 12th, comparing on a number of quality 
measures, including bed sores, how every nursing home in the Chi- 
cago area compares. 

So those that aren’t doing a good job, may theoretically get paid 
more for having sicker patients, but you are not going to look very 
good and you are going to have a hard time the next time a family 
tries to find a nursing home if you have the worst outcomes in Chi- 
cago. You are going to lose business. 

So you do, in fact, get paid for higher acuity, but it also shows 
up in your quality measurements. 

Ms. Harroun. Now, the quality measures I also have a problem 
with, in that you are measuring in one section of that, under the 
long-term care section you have acute care and then long-term 
care. One section is measuring the amount of restraints used in 
that nursing home. 

If, in fact. Merry Walker is being considered a restraint, that will 
then take away the thrust of wanting to use the Merry Walker, 
even though — when they have to regard it as a restraint, because 
that is going to knock them down in the quality measures and 
show them that they are, in fact, a worse nursing home. 
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Mr. Scully. If they are defined as a restraint, as we said earlier, 
we have gone to great lengths to make sure nursing homes know 
if there was a mistaken problem in the past where they thought 
that they would use a restraint, in the future that is not going to 
be the case. 

One of the measures of quality is number of patients in re- 
straints, because that is one of major patient concerns over the 
years, is nursing homes that restrain patients for convenience and 
nothing else. And I think we have made it pretty clear that except 
for patients where this could be a problem, it is not a restraint. 

Chairman Manzullo. At this point, the Merry Walker is no 
longer automatically considered a restraint? 

Mr. Scully. That is right. 

Chairman Manzullo. And then, Mary, would your situation, you 
are going to have to — I think you are looking at a marketing as- 
pect, as to which HCFA cannot get involved in, because everybody 
knows it is common knowledge in your statement that the fact that 
people are better off in the Merry Walker than they are in a wheel- 
chair. Okay. 

Ms. Norwalk, at this point then, is there any more that CMS is 
planning on doing with the Merry Walker besides that advisory 
that you are putting out to the nursing homes? 

Ms. Norwalk. Just when we revise the MDS system when it 
comes out in 2004, we will have an additional category so that it 
is put in a more appropriate category than “chair prevents rising”, 
so that it is coded more appropriately, so that people aren’t con- 
fused as to where it should go. 

Because clearly this is not a chair that prevents rising. 

Mr. Scully. That only kicks in if the nursing home itself deter- 
mines for that patient it may be a restraint. Our goal here is to 
make it abundantly clear to every nursing home and every State 
surveyor for a patient who can, in fact, use this and get out of it 
themselves, which the vast bulk of patients can, it is not a re- 
straint and they will never even get to the second category. 

Chairman Manzullo. My question would be, when the term 
Merry Walker it will have the TM on there. 

Ms. Harroun. R. 

Chairman Manzullo. Are your questions answered? 

Ms. Harroun. Yes. 

Chairman Manzullo. Mr. Pence, did you have any question in- 
volving the Merry Walker? 

Mr. Pence. No, Mr. Chairman. Thank you. 

Chairman Manzullo. All right. I am going to excuse, Mary 
Harroun and Leslie Norwalk on this one-third of the hearing. 
Thank you so much. 

Mr. Scully, thank you for the hours you spent. Ms. Norwalk 
thank you also for the great job you have done on this. I am going 
to excuse Ms. Norwalk and Mary Harroun. And then let’s go on 
with the testimony. And, Congressman Pence, maybe you would 
like to introduce your constituents. This is on the CLIA. As soon 
as you introduce them, then I want to jump back to Mr. Scully if 
that is okay with you, Mr. Scully, to bring out the CLIA portion 
of your testimony. 

Mr. Scully. Sure. 
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Mr. Pence. Thank you, Mr. Chairman. Our next witness is a 
constituent of mine and a friend, and a professional with whom my 
family has enjoyed a warm relationship for over 25 years. 

Dr. Edward Probst hails from Columbus, Indiana. He is the im- 
mediate past president of the Indiana State Medical Association. 
He is a practicing dermatologist in my home town of Columbus, In- 
diana, and if I may say for the record, is more than any other phy- 
sician in my home State most responsible for calling the particular 
changes which CLIA imposed on small practitioners to this Con- 
gressman’s, attention and therefore to this Committee’s attention. 
It is my privilege to recognize Dr. Edward Probst for an opening 
statement. And thank you for being here. 

Dr. Probst. Was Mr. Scully going to speak at this point? 

Mr. Pence. I think it was the chairman’s intention, from counsel, 
to recognize Mr. Scully immediately after my introduction, which 
I didn’t previously understand. So Dr. Probst, if you would hold 
your powder, Mr. Scully, you are recognized. 

Mr. Scully. I will be quick. I have a long history with CLIA. 
Just guessing from looking at this thick briefing book that the doc- 
tor does as well. 

I was involved in the first Bush Administration in the CLIA reg- 
ulations. They were passed in 1988. There were some changes and 
the regulations were written when I was overseeing that HHS por- 
tion at 0MB in 1992. 

So I got very involved with those, and a lot of the changes and 
I followed CLIA pretty closely since. I was also in the interim, 
when I was expelled from government for 8 years, I was on the 
board of SmithKline, which is now out of existence, a clinical lab 
company, their domestic U.S. Advisory board. So I learned a lot 
about CLIA and clinical lab oversight, some of which has changed 
in recent years. 

So there is no question that CLIA is complex. There is no ques- 
tion that CLIA can sometimes be difficult. But there is also no 
question that when CLIA was put in, it was because there was a 
significant problem with quality in clinical labs. 

Much of which has improved in the last 10 years, even from our 
own evaluations in the last couple of years, I can tell you our belief 
is that the quality of services in clinical labs has improved dramati- 
cally. 

Congress created a number of different thresholds. Most physi- 
cian office labs are waived, they are on the waived services, physi- 
cian lab services are waived from CLIA. That is generally a regular 
cycle of kind of self-certification. The dermatology issues and oth- 
ers, when you get into higher acuity, higher difficulty types of clin- 
ical labs, most of the — that is really when the clinical lab guidance, 
that is more difficult, kicks in. 

In some cases for dermatologist and others for things like mela- 
nomas, there is a much more thorough requirement. I am just 
guessing that the Doctor’s concern is, when you get to things like 
the melanomas or higher-acuity types of lab tests, it is more dif- 
ficult lab tests. 

There are much more thorough requirements from CLIA in the 
statute. And my guess would be, most physicians would say why 
do I have to hire a highly-trained clinician or a highly-trained 
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nurse to do these, I am a doctor I can do these myself. That was 
a lot of the concern in the late 1980s when this happened is if phy- 
sicians did it themselves that would be the case. But in most cases 
it turned up going, for pure volume, it evolved over the years in 
to nonphysicians doing those labs and doing evaluations, there was 
a huge level of errors, which is why CLIA was passed for a variety 
of reasons. 

So your concern is, as you state in your opening statement, about 
a giant lab like SmithlOine no longer exists, but there are three 
or four large clinical lab companies that do the vast bulk of clinical 
lab services for hospitals and physicians’ office should be treated 
differently from the average physician’s office. Generally they are. 
It is only for the really much more difficult and much more sen- 
sitive tests that are done, a lot of them are in dermatologist offices, 
that the higher threshold for regulatory oversight for CLIA kicks 
in. 

So I would say, I haven’t spent as much time as I did 10 years 
ago, so when you get to the details of this I might even, with the 
chairman’s approval, call upon my staffers who do this every day, 
to get into the more detailed questions about the regulations. 

Chairman Manzullo. Dr. Probst, you are up. 

STATEMENT OF EDWARD L. PROBST, M.D., COLUMBUS, 

INDIANA 

Dr. Probst. Good afternoon Mr. Chairman, Committee members, 
thank you for hearing testimony on CLIA, and a special thanks to 
Representative Pence for responding to my concerns. 

I am Edward L. Probst, a dermatologic physician from Columbus, 
Indiana and immediate past President of the Indiana State Medical 
Association. 

There are many results from the CLIA Act that Congress did not 
intend. That also have adverse effects on patients, physicians and 
care. These include physicians no longer offering crucial office test- 
ing, physicians limiting tests offered and physicians being over- 
whelmed by the paperwork of the Act. 

I will comment mainly on the latter, but the others are in the 
written testimony and the attachments. 

All physicians want accurate testing. This is not the issue. 

The attachment on page 1 is our office calendar of 46 require- 
ment activities in addition to the daily requirements, which are in 
the attachments, and the additional paperwork for each test done. 
These binders that I brought show the results of these require- 
ments in our office. Each requirement takes time. 

The few tests that I perform relate to the immediate direct care 
of the patient. Diagnosis of fungus tests, scabies, lice, etc, and are 
in the area of my training. 

Consider the paperwork for a microscopic test done by me in my 
office while the patient remains in the exam room waiting for the 
results. 

Before CLIA, I would examine the patient, take a scraping, label 
the slide, carry the slide myself to the microscope, read the slide, 
return to the patient, record the results in the patient’s chart, in 
red, so we would know it is a laboratory test, explain the results 
to the patient and outline the treatment recommendations. 
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What more could be required that would improve this service or 
the efficiency of its delivery? This was pre-CLIA. 

After CLIA — Note the CLIA laboratory requisition form which is 
on page 31 of the attachments requiring 14 entries, all of which are 
already in the chart. This is a requisition from me to me. It is a 
requisition to the laboratory, and that is still me. So it is a requisi- 
tion from me to me required by the CLIA inspector. 

On page 32 of the attachment is the CLIA laboratory test req- 
uisition and report log, which is required to be at the microscope, 
with 10 entries that are already in the chart, and also on the req- 
uisition form. 

Then, I have to record my findings on each of those forms. Then 
I go to the exam room and record it in the patients record, which 
is where I think it belongs in the first place. What added value is 
this redundant and time consuming paperwork? In my opinion, 
none. 

Time for extra paperwork removes time from patient care. But, 
in addition to that, each of those pieces of paper has to be reviewed 
by a quality assurance person to be sure that the data is correct, 
which can only be correct if it were taken from the chart in the 
first place, because that is where the data originated. This must 
also be approved by the laboratory director, who must be a M.D., 
who would rather be seeing patients. 

And then, the M.D. laboratory director must create a summary 
that gets placed in the CLIA book. All of this is for the CLIA in- 
spector. All of this is time away from the patients. 

Let me share two examples about time. Mrs. X, an older lady 
usually with multiple complaint was in my office. She did not re- 
quire microscopic testing, and most people don’t. After evaluating 
and giving recommendations, I had time to ask her “Is there any- 
thing else you would like to talk about?” 

She said, “yes, I plan to kill myself today.” She was not kidding. 
I was the only person she was willing to tell that to. If I had been 
burdened with a lab test requisition, I might not have had time for 
concern, and Mrs. X would have died that day. 

Mr. Nathan S, and he said I can use his name, a farmer, was 
in my office for a skin cancer follow. No laboratory test was needed. 
I had time to inquire about him and his family as we finished. He 
said “no problems.” His wife, Joanne, said, “Nate can’t see well 
today.” 

He had an acute vessel occlusion. I made arrangements for im- 
mediate intervention, and his vision was spared. And it would have 
been lost otherwise. Time for needy patience, versus time for need- 
less reduplicating paper. That is the question. 

The CLIA regulations prevent us from being the caring, compas- 
sionate physicians that we are. Please, remove the unnecessary red 
tape of CLIA, OSHA, HIPA, Medicare, et cetera, so we can do what 
we have been called to do, be caring, compassionate physicians. 

Thank you all for caring. I welcome any questions on my written 
or verbal testimony. 

Chairman Manzullo. Thank you. Doctor. 

[Dr. Probst’s statement may be found in the appendix.] 

Chairman Manzullo. Congressman Pence, did you want to in- 
troduce Dr. Davey? 
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Mr. Pence. Yes, Mr. Chairman. 

The Committee will now hear from the Dr. Patrick Davey. He is 
also a dermatologist with a practice in Lexington, Kentucky. Cur- 
rently serves as chairman of the American Academy of Dermatol- 
ogy’s Association Quality of Care Task Force. 

He is a distinguished physician, well qualified to speak to the 
practical implications of the issues we are addressing today. Dr. 
Davey is an assistant clinical professor as well as of dermatology 
at the University of Kentucky. Where, in addition to top flight 
health care, I understand that they have a basketball program, al- 
though I have no proof of that. 

Dr. Davey. Well, Indiana used to have a basketball program. 

Mr. Pence. I left that one open, Mr. Chairman. And I yield back 
to the chairman. 

Chairman Manzullo. We look forward to your testimony. The 
goofy-looking clock is not part of CLIA. It is part of our time sys- 
tem here. When it gets to yellow, that means you have 1 minute. 
When it gets to red, that means you have no time left. 

Dr. Davey. I assumed that it was part of HIPAA. 

Chairman Manzullo. Isn’t Indiana red also? 

STATEMENT OF PATRICK DAVEY, M.D., LEXINGTON, 
KENTUCKY FOR THE AMERICAN ACADEMY OF DERMATOLOGY 

Dr. Davey. Good afternoon, Mr. Chairman and Committee mem- 
bers. I want to thank you for inviting me to discuss CLIA for der- 
matologists and give you a national perspective on the issue, be- 
cause I travel around the country a lot, and look at individual prac- 
tices as part of what I do. 

I am a practicing dermatologist in Lexington, Kentucky. And in 
my practice, we have a nine-physician practice. We have a high 
complexity lab under the CLIA regulations which performs about 
15,000 biopsies a year, about 2,000 frozen section margins a year. 
So it is a little bit different than the perspective that we just got. 

So what I am going to tell you is what I see when I go around 
the country and look at dermatologists’ offices. I am also the chair- 
man of the American Academy of Dermatology’s Quality of Care 
Task Force, and deal with this issue on a weekly basis, where we 
see mostly people who are confused about what goes under the 
CLIA regulations and what doesn’t go under the CLIA regulations. 

And finally, the other thing I do is I survey organizations for the 
Accreditation Association for Ambulatory Health Care, and I also 
teach new surveyors, so I am well aware of going in and doing sur- 
veys and accrediting facilities. 

I have a long-standing personal interest in quality improvement 
and management, and most of the papers that I have written, and 
also the talks that I give, deal with, how do you set up a quality 
improvement program in your office. In order to try to bring der- 
matologists up to speed on this issue. 

Most dermatologists are actually in a solo or small practice, 
about 46 percent. I am the exception in being in a large practice. 
The CLIA Act, of course, was passed in 1988, and was really a re- 
action to larger laboratories where there was a problem with pap 
smear testing, as Mr. Scully alluded to earlier. 
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And the American Academy of Dermatology initially opposed the 
CLIA Act, and we advocated passage of legislation to exempt the 
physician office laboratories from CLIA. And really, since these ex- 
emptions, this has really failed. What we would like to do is to 
have some regulatory relief from the CLIA regulations. 

Now, what this really does, what CLIA is really doing is, it is im- 
peding the ability of dermatologists to provide these services in 
their office to the patients as we heard from my colleague here. 
That is a problem. 

Most dermatologist’s office really have limited resource for the 
CLIA compliance. They don’t have the staff to be able to jump 
through all of those hoops that we are required to do with the 
CLIA, and we really are very patient oriented, we really want to 
spend our time with patients rather than spend our time trying to 
meet the regulatory requirements. The American Academy of I)er- 
matology in 1993 developed a CLIA manual which I have here to 
show you. It is there for our members. Every time I lift this thing 
I get a hernia. You can see it is a fill-in-the-blank type of manual 
so that people can meet the CLIA regulations by filling in a blank. 

Since it has been passed, about 75 percent of dermatologists have 
stopped doing these tests in their office when you will look at our 
surveys. We are trained to do the tests in our training programs. 
It is something we are very good at, but it is something that we 
just can’t do because of the CLIA regulations. We can’t afford the 
cost and we can’t afford the paperwork that has happened because 
of CLIA. 

What we would like to see happen is that some of these basic 
dermatologic tests moved from a medium complexity level down to 
a waived or a physician performed type of testing. And we feel that 
this could be done without really endangering the quality of care. 
If you look, for example, the fungal culture that we saw here, that 
is a very simply test to perform. 

You go ahead and do a scraping on a patient, or you do clipping 
from toenails, you put it in there and you look at it. It is a color 
change that is going to happen. So you can do it is very easily to 
see if it is positive or negative based on that color change. It is also 
something that we had to learn for our board certification. We did 
that every day in our residency programs and for our board certifi- 
cations, so we are very well aware of these types of tests. 

In my statement, I gave a number of other tests that we would 
like to see moved from these medium complexity down to a lower 
complexity. 

And hopefully, that is one of things that this Committee will be 
able to do for us. We would also like to have the Committee weigh 
in in support of Secretary Thompson’s Regulatory Reform Com- 
mittee. We talked about that a little bit earlier. What this will do, 
it will give us this information from CLIA in plain English, and we 
do speak English in Kentucky. 

It also would increase the involvement of physicians in these reg- 
ulations. That is one of the reasons I am here, because I am inter- 
ested in the process, I wanted to be involved in it. And it would 
improve really the providers and also the people that are going to 
be going out and doing the inspections. It would improve their edu- 
cation with respect to CLIA. 
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So that is why I am here. I would like to have the Committee 
look at giving us regulatory relief. Thank you very much for your 
time, and I would be pleased to answer any questions. 

[Dr. Davey’s statement may be found in the appendix.] 

Chairman Manzullo. Thank you. Mr. Scully, you have a mem- 
ber from CMS at the table. 

Mr. Scully. Yes, Mr. Chairman. Judy Yost is the director of the 
CLIA division and certification. 

Chairman Manzullo. What I would like to do is to give your re- 
sponse, or Mrs. Yost’s response, I guess, to the problems and/or 
suggestions of each of the physicians. 

Mr. Scully. If you don’t mind I will give mine quickly, and then 
let Judy answer appropriate questions. Certainly they raised some 
reasonable concerns. The Secretary’s Regulatory Relief Task Force, 
I think most of the staff from the organization has come from CMS. 
We are trying to simplify CLIA. 

We are trying to come up with clear education. We would be 
happy to get the doctor more involved, both of them much more in- 
volved. I think, for the most part, a lot of — I think in talking to 
Judy here, probably the biggest problem we have had is with der- 
matologists. Maybe we should spend more time with dermatologist 
trying to find out the deal with their specific problems, because the 
other major group that I think encounters CLIA the most, the pa- 
thologists, are generally pretty supportive and have been happy 
with the changes we have made. 

So maybe we haven’t spent enough time focusing on the specific 
issues with dermatologists, because most dermatologists, from 
what Judy has told me, and from other places today, dermatolo- 
gists tend to do the more complex treatments, complex tests to get 
them under the scrutiny of more CLIA oversight, and they tend to 
fall into that category more than other doctors seeing patients on 
a regular physician practice. 

Pathologists generally don’t have that type of practice. So part of 
this may be specific to dermatologists, and there maybe other prac- 
tice groups who have had problems with CLIA, but they seem to 
have specific and somewhat unique problems with CLIA. I am to- 
tally committed to spending more time to deal with some of unique 
challenges that we present for dermatologists. 

Ms. Yost. Just briefly. Thank you. I don’t think 

Chairman Manzullo. What is your position at CMS? 

Ms. Yost. I am director of the division of laboratory services at 
CMS. But just to echo Tom Scully’s comments, I also want to say 
that we very much want to work with the dermatologists, because 
their issues are important. They are serious. They are unique. 

Chairman Manzullo. Let me stop you at that point right there. 
Drs. Davey and Probst, have you had a relationship with, or the 
Academy had a relationship with CMS, it is not as tight as you 
would like it? Give us some concrete suggestions here so we can be 
able to follow the thread here on the suggestions. What would you 
like to see done? 

Dr. Davey. When you look at our practice, it really runs the 
gamut. We certainly have things that should fall under the high 
complexity, like biopsies, skin biopsies. My office, we — if you came 
into my office, we would biopsy you, and then we would process 
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that, and we have our own dermatopathologists that would look at 
it under a microscope. 

My lab would meet the CAP, College of American Pathology 
standards in terms of what we are shooting for in that office. If you 
have a solo physician that is doing a scraping like this that is going 
to be scraping 

Chairman Manzullo. Is that where the problem is? 

Dr. Davey. We have some tests that we feel should not be at the 
level of complexity that they are at. 

Chairman Manzullo. Ms. Yost, your comment on that? 

Ms. Yost. Just I agree partly with the comment about the pa- 
thology. In regard to the — like the KOH and the fungus test from 
the DTM and so forth that are routinely done by dermatologists 
we — these tests were actually taken to the Clinical Laboratory Im- 
provement Advisory Committee, which is a technical secretary’s ad- 
visory committee to the CLIA program, it is an ongoing program. 

Chairman Manzullo. Do physicians sit on it? Dermatologists sit 
on that? 

Ms. Yost. There is not a dermatologist, but there are physicians 
represented on the committee as well as obviously laboratory ex- 
perts and consumers. 

Chairman Manzullo. So there is no dermatologist on CLIA? 

How many physicians sit on that committee? 

Ms. Yost. Well 

Chairman Manzullo. How many people? 

Ms. Yost. There are about 20 people on the committee. And 
probably 4 or 5 of them are physicians or Ph.Ds. — and the rest are 
probably Ph.Ds in laboratory science. 

Chairman Manzullo. Do you think it would help you if a der- 
matologist sat on that committee? 

Ms. Yost. They are certainly welcome to be invited to the com- 
mittee. Obviously it is one of those cases where you have to have 
a balance between all areas of expertise. 

Chairman Manzullo. I think it is obvious here that they are not 
represented at all. There is agreement that they should be. 

Mr. Scully, what would be the process to appoint somebody? 

Mr. Scully. I don’t know. But I assume I can probably take care 
of it. 

Chairman Manzullo. Could you do that? Do you understand 
what he is offering here? 

Dr. Davey. I am very happy that he has offered that. 

Chairman Manzullo. You bet. All right. So — I didn’t mean to in- 
terrupt you on it. 

Mr. Scully. My guess is that technically the Secretary, a lot of 
these, we have many advisory committees. The Secretary appoints 
them. 

I am sure I could talk to the Secretary, unless there is a statu- 
tory limit, if there is, when the next person comes off, we would 
be happy to appoint a dermatologist. 

Chairman Manzullo. There you are. 

Dr. Davey. Thank you. 

Ms. Yost. Just to let you know, that the issues have been 
brought up before to the CLIA committee over the years, because 
of the concerns that have been expressed today, some of the same. 
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And it was the committee’s opinion on several occasions, not just 
one time, that these tests still were of a complexity because of the 
complexity, the training and the quality control needed to do these 
particular tests, that they could not — the type of complexity that 
they were categorized in under CLIA could really not be reduced. 
Those things that could be have already been done like the KOH 
prep. That is being done for fungal elements. So it has been done. 
That doesn’t mean that we can’t evaluate that again, and obviously 
if there is a representative member on the CLIA, then obviously 
various arguments can be made. 

But there was a lot of testimony presented to that group, just so 
that you know that we have not ignored the whole issue over time. 
I think this is important to know. 

In regard to the very simple tests that you are doing, the more 
simple tests that you are doing outside of the tissues, I believe that 
we could probably work with you to reduce your paperwork. We 
really don’t prescribe that you have special forms to order tests, or 
to report results or to keep a log. You do need to document if you 
do quality control. But you can actually use the patient’s chart to 
order the test, and to report the result. You don’t need to have a 
separate piece of paper to do that. We have no requirements for 
that. 

So we will work with you to try and simplify that process. I will 
contact our State folks and get back with you. We would very much 
like to help you, because you don’t need to have those stacks of 
paper to do those routine types of tests, because you do them every 
day. 

You do need to do, periodically you need to check, a couple of 
times a year, to make sure that the test is working and document 
that. But you certainly don’t have to have ongoing paperwork on 
a daily basis for each patient. 

Mr. Scully. We would be happy to work to simplify this, in 
many areas of CMS and OSHA, which applies to them in many 
cases too, regulation. Sometimes the regulations we put out are sig- 
nificantly enhanced by consultants who make people generate 50 
times as much paperwork as they need. 

So we will do our best to clarify it and make sure that we put 
the minimum demands on them. 

Dr. Davey. Mr. Chairman, one of the other problems that we 
have is that there is not only CMS, there is two other Federal 
agencies involved in this, in the CLIA Act also. It is one of those 
cases where we get some piece of information from one part of that 
Federal agency, and another piece of information somewhere else. 

Chairman Manzullo. Does that Committee try to coordinate, 
Ms. Yost, does that Committee try to coordinate CLIA with the 
other two agencies? 

Ms. Yost. Yes. All three agencies are represented. I, too, am on 
that committee as well. 

Chairman Manzullo. Okay. 

Dr. Davey. There is also a problem with interpretation of the 
regulations, which I understand completely, because tomorrow I 
am going to Greenville, South Carolina, to interpret regulations in 
an office. 
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Mrs. Christian-Christensen. I was looking at the faces of the 
doctors. And, Dr. Probst, you seemed to be surprised to find out 
that you didn’t have to do all of that paperwork. So who is it that 
regulates that where you are? 

Dr. Probst. The CLIA inspector said we must do it, these are 
the forms that we must use. We had no choice in that. It was not 
flexible. And when I persisted and ask why is this any better than 
what I am doing, I was told we need this so the inspector will have 
the information. 

We were given no choice. And this has been year after year after 
year. I am glad to hear that it doesn’t have to be that way. But 
how does that funnel down to us? 

Mrs. Christian-Christensen. This is the problem that I found 
with the carriers. I don’t know if the carrier has a role in setting 
those regulations in this particular instance. But they are inter- 
preted differently. That has to be fixed. Because we have doctors 
that have moved from one area to the other. And they are just, you 
know, confounded by the — the difference in how the interpretations 
are done, and therefore, what they are required to do. It needs to 
be clear. 

Mr. Scully. These are slightly different. One is the surveyors 
generally, you can correct me if I am wrong, but for hospitals, nurs- 
ing homes, home health agencies, and I am sure for CLIA, tend to 
be done, we pay for them and the surveys are done by State sur- 
veyors under contract to us. 

I can tell you that there are standards, paperwork requirements 
on how they interpret our guidelines do vary significantly State to 
State, and we can sometimes clarify. But the State is essentially 
our contractor, so it is an Indiana State employee, working essen- 
tially under contract to both the State of Indiana and Medicare, 
Medicaid for both. And they do the surveys under contract for us. 

On the carrier side, we discussed briefly before, we have 51 car- 
riers, FIs, for part A and part B. We are trying to get that down 
to about 20 to 25. 

Mrs. Christian-Christensen. What can you do to make it uni- 
form? 

Mr. Scully. To be fair, we are trying to make it more uniform. 
We just went through this with outpatient drugs where different 
parts cover and pay for things. We want to make it more uniform, 
but when it is too uniform then you get complaints that you are 
not sensitive to the practice patterns in Indiana versus Seattle. The 
carriers do have some flexibility and I think should, to either cover 
and pay for, reimburse or allow differences between Indianapolis 
and Seattle. 

On the other hand, we need to have a lot more consistency. I am 
trying. We have medical directors in each one of these plans. We 
now have monthly meetings with them. We try to get them to have 
more consistency. 

But we try to find the right level of Federal mandate to say you 
are consistent and also leave different practice patterns to physi- 
cians and hospitals that have different practice patterns in dif- 
ferent regions. But nobody is ever happy. But we are trying to do 
the best that we can. 
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Ms. Yost. As part of the regulatory reform issue, since that was 
brought up earlier, I wanted to mention also we are in the throes 
of publishing final CLIA regulations, which actually are more bal- 
anced and more fair than the ones that we have now. 

But, as part of that, we are going to be doing extensive training 
and education of not only the laboratories but our surveyors as 
well. So I understand your concern. And we will certainly continue 
to work to kind of mediate that a little bit. 

You also have to be aware that some States have their own lab- 
oratory licensure programs which may be more stringent than 
CLIA, in which case we can’t interfere with that. 

Chairman Manzullo. Mr. Pence. 

Mr. Pence. Thank you, Mr. Chairman. I have only been in Con- 
gress for 21 months. And I have probably found this hearing more 
fascinating than any hearing I have been involved in since being 
in Congress, which is not saying much. 

But, this has really been fascinating. I can’t help but feel that 
we have opened some lines of communication here that are very 
valuable and vep^ helpful. 

That being said, in your written testimony, Mr. Scully, you point- 
ed out that you have worked hard to streamline procedures, im- 
prove flexibility, all of things we have been talking about in an ad 
hoc way today, reducing the burdens. 

You also wrote that we are working to take into consideration 
the tremendous amounts of feedback we have received on the 1992 
rule, so that we can publish a streamlined final rule in the near 
future, the focus being especially helpful for small business labs 
that many Medicare beneficiaries rely on. 

I think it is very helpful that the Chairman, in his style, kind 
of getting to a core issue here. Obviously there is, it seems as 
though the panel lacks an important perspective, from the derma- 
tology profession, and would add my urgent encouragement that a 
seat be found very quickly for this particular part of the medical 
profession, that as you point out, Mr. Scully, seems most belea- 
guered by CLIA in your experience. 

But, I wanted to give you an opportunity also to speak, to elabo- 
rate on your written remarks. What is the status of that stream- 
lined final rule? What might be the time line for that? And is there 
still time for, whether it is one of our two witnesses today or some- 
one else representing dermatology, to participate in helping to de- 
velop that new streamlined final rule? 

Mr. Scully. I believe I shouldn’t put this heat on my former 
agency, 0MB, but I signed the final rule I think last week. It is 
in the process of going through the administration. I don’t think it 
is particularly controversial. Well, maybe it is, I don’t know. But 
I haven’t had a fight with anybody about it so far. I think it is 
probably going to be pretty well received and was strongly sup- 
ported by most of clinical lab groups. The pathologists, I didn’t per- 
sonally talk to the dermatologists. But if there are subsequent 
problems, we are happy to go back. This is a fairly major rule. But 
we can go back, we have — it is a huge agency, my budget is about 
$560 billion. 

We have many rules going through. We can make technical 
changes in lots of areas when we need to do it. So if there are other 
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things to do it, that make sense we will do it. But the rule, I be- 
lieve, should be out in next couple of weeks in final. 

Mr. Pence. We will look forward to going over that and getting 
feedback from not only our witnesses but other folks affected by it. 

I guess my last comment is more of an encouragement. I will 
yield back to the chairman that I think the — and I am not speaking 
on behalf of the witnesses, but I think that the attitude that you 
reflected, Mr. Scully, and Ms. Yost, is very admirable and very 
much appreciated. 

Although I will comment that from my vantage point, our wit- 
nesses were reacting with, if I can say a degree of incredulity, as 
Mrs. Yost described what actually was required and what is not re- 
quired. It suggests to me that not only are we dealing with the fact 
that there are other arms of the government involved at the table 
here, but that I — it seems to me, and we are still early in an ad- 
ministration, but I guess I would encourage Ms. Cost and others 
charged in administering the CLIA law to — I am picking up a phi- 
losophy here that is one that as you make other comments of trying 
to accommodate small operators and create rules that make sense, 
and allow people to use existing systems, it is entirely possible that 
there may be a philosophy in the Washington CLIA shop that has 
not yet invaded the culture of the State offices. 

I guess, that is what I would like to most encourage you to do, 
not just in Kentucky and Indiana, but to communicate to the State 
offices, what may, in fact, and probably is, in fact, a different gov- 
erning philosophy that should animate at the State operations that 
administer CLIA. And I would encourage that. 

Mr. Scully. One of the problems which having such a program 
of Medicare and Medicaid is that things fall through the cracks. 
When I first took the job last year, I met with the heads of all of 
major clinical lab companies in New York for an emergency meet- 
ing for a rule they really wanted out. And they met with me and 
they told me this rule had been sitting around for 3 years. And 
their argument sounded reasonable. I went back to Washington 
and said, what is the deal with this reg? 

And everybody said, well, nothing. I said, well, nobody — it had 
been sitting around for 2 years and hadn’t gone out. So sometimes 
there is a lack of communication. We put that rule out last year, 
and it was very helpful to clinical labs. For some reason, in the 
Medicare program, clinical labs is a very small piece. 

And to Judy’s credit, this probably doesn’t get as much attention 
from me or other people who are administrators. And so it is good 
to have these focused on occasionally where we are missing things 
to get these issues raised up and we can cut through them. 

But we are clearly committed to doing that. And when you see 
the final CLIA rule that comes out, it will be helpful. If it is not, 
we will go back to work and try to make it better. 

Chairman Manzullo. Thank you. We appreciate that. Dr. Probst 
and Dr. Davey. And did you want to say something? 

Dr. Probst. If I may, sir. I am here as the past president of Indi- 
ana State Medical Association representing all physicians. I hap- 
pen to be a dermatologist, and I think because of that, the response 
was that only dermatologists have problems with CLAI. This is not 
true in Indiana. 
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My testimony related only to requisition because I only had a 
short time. My written comments and attachments reflect that all 
physicians have problems. Wet mounts, microscopic urinalysis, var- 
ious stains for bacteria, the whiff test for bacterial vaginosis, are 
several tests mentioned by physicians who have added their letters 
to my testimony. 

I am not coming from a dermatologic position. Indiana physicians 
in all practices are not doing tests that should be done in the office 
to better serve patients and save them time and inconvenience. 

I am not reflecting the position of dermatologists. I am reflecting 
the position of all physicians in Indiana and the patients there who 
are not allowed to have the tests in the office, for tests that are 
best done there. 

Thank you for allowing the additional comments. 

Chairman Manzullo. The record will note that. Okay. 

Dr. Davey, Dr. Probst, and Mrs. Yost, you are excused. Thank 
you for your testimony. 

Then I would like to have Mr. Tim Tryslit, and Mr. Terry Kay 
have a seat. Well, we are two for two. 

This third issue here has been with us for some time. Several 
months ago when we had a hearing involving the portable x-ray 
providers, Mr. Scully at that time said that he would like to have 
this matter resolved within 90 days. 

There have been a lot of discussions going on with the industry. 
But I would — before I turn this over to Dr. Weldon who has got 
some base questions to ask with regard to the portable x-rays, Mr. 
Tryslit, could you please, spell your last name, for the record and 
give your position. 

STATEMENT OF TIM TRYSLA, POLICY ADVISOR, OFFICE OF 
THE ADMINISTRATOR 

Mr. Trysla. T-R-Y-S-L-A. I am a policy advisor, like Leslie, in 
the office of the administrator. 

Chairman Manzullo. And Mr. Kay. 

STATEMENT OF TERRY KAY, DIRECTOR, DIVISION OF 
PRACTITIONER SERVICES 

Mr. Kay. K-A-Y. I am a director of the Division of Practitioner 
Services. 

Chairman Manzullo. Okay. Dr. Weldon. 

Dr. Weldon. Mr. Chairman, I want to again thank you for in- 
dulging me and giving me the opportunity to be here. I certainly 
want to also extend my thanks to the ranking member in sup- 
porting me, having the opportunity to be here, joining with the 
panel in asking questions. 

And I certainly appreciate the hard work of the President of the 
United States and Secretary Thompson and Mr. Scully in terms of 
doing everything that they can to make sure that America’s seniors 
get quality health care. 

Before I get onto the portable x-ray issue, which I had some 
questions about, I just want to say as a clinician, I still see patients 
once a month at the Veterans Clinic in my district, to bring the 
tried and true bedside diagnostic techniques of doing scrapings of 
fungal lesions of scabies and lice lesions. 
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Every doctor has a microscope in their office. To try to bring all 
of that stuff under the regulatory burden of a bureaucracy to me 
is absolutely insane. Any physician who is licensed and accredited 
to practice in their given specialty, in my opinion they shouldn’t 
have to justify it to a bureaucracy that they are doing it correctly. 

But, moving on to the issue of the portable x-ray. As you know 
I have mentioned this previously at the previous hearing, that, I 
practiced internal medicine for 15 years before I was elected to the 
House. I was one of a small group of physicians in the community 
of Melbourne, Florida, that continued to track their patients once 
they were admitted to a nursing home. 

And I found the use of portable x-ray to be a tremendous time 
saver, a cost saver and a suffering saver in that patients would fall, 
patients would have a cough, I would be concerned about a frac- 
ture, I would be concerned about pneumonia. Rather than trans- 
porting them to my office and having them to go through that or- 
deal in an ambulance; or worse, having to transport them to the 
emergency room with a tremendously increased burden of cost as- 
sociated with that, I found the portable x-ray to be, I thought, just 
a win-win all around, good for the patients, good for me. 

The quality of the response I would get from the portable x-ray 
providers was superior to what I got at the hospital, and compared 
very nicely to what I had — we had a large medical group, so we 
had radiologist rights in the building we were in. So if I brought 
the patient to my office, I could get an x-ray report over the phone 
from the radiologist in my building. 

But if I brought the patient to the emergency room, it was hours 
and hours. And frequently I would have to go down to the hospital 
radiology department and thumb through x-rays to find the x-ray 
on my patient, whereas with the portable x-ray at the nursing 
home, I got a phone call from the radiologist. 

But, I have some concern about the set-up code. It is my under- 
standing that the set up code which is the Q code for the portable 
x-ray industry, was established in 1992. And the law required that 
the set up code be reviewed every 5 years. And according to what 
I have been told, under the previous administration, and so far 
under this administration there has not been a review. There has 
not been a review in 10 years. And the requirements of the law 
have not been fulfilled. 

Is that correct? Has there been a review of the set-up code, cost 
and reimbursement? 

Mr. Scully. Maybe I will ask Terry to answer that. 

Mr. Kay. All right. At this point it has not. We have been work- 
ing over the last — since the last hearing with representatives from 
the portable x-ray industry to, you know, get this review. Kind of 
in a nutshell, the way our review works is that we work with an 
outside sort of privately established Committee, which has been 
formed by the American Medical Association, of about 30 specialty 
groups and some others, some nonphysician groups, and they re- 
view requests. 

You know, they look at what staff is needed to do a service, what 
equipment, what supplies and sort of what resources are required 
to do these services. 

Mr. Weldon. So it has not been done? 
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Mr. Scully. Because I am sure you know, Congressman, Dr. 
Weldon, we have about $66 billion of physician payments we make 
every year for physician and related services. And every year we 
go through the resource utilization committee, to figure out how 
these codes move around. 

As we have tried to explain, the portable x-ray providers get paid 
from that pot. So we have, in fact, if the new physician fee sched- 
ule, which is something we didn’t mention, their rate, is in direct 
response to your interest, they, in their new fee schedule, the draft 
anyway which is going to go final for January 1st, they are the sin- 
gle biggest increase in the pot. Their rates go up about 8 percent 
before you do the pro rata cut that we have been talking about. 

Dr. Weldon. The physician reimbursement? 

Mr. Scully. For the overall portion of the portable x-ray sup- 
plier, I believe is the largest percent increase in the physician pot, 
it is about 8 percent. But the underlying expense code of that, 
which is the part that is just the set-up fee, which is about $11 or 
something, the idea when they bring the machine up to the nursing 
home, they bring it inside to set it up, they get paid roughly $30 
for the x-ray, varies by area, but roughly $100 for transporting the 
x-ray machine, and then the set-up fee, which is about $11. 

That particular subcomponent, what they get paid for, is re- 
viewed under a practice expense advisory committee. So we have 
reviewed the rate and changed the rate for next year, as a direct 
result of your input. 

But the set up fee, the $11 out of the $150, is still under review. 

Dr. Weldon. I was told that the it was under review and that 
it was had been determined to be appropriate. Is that true? 

Mr. Kay. No. 

Chairman Manzullo. Doctor, would you yield a second? 

Dr. Weldon. You are the chairman. I yield. 

Chairman Manzullo. Is anybody here from the industry that 
would like to put some input into the statements that were just 
made by CMS? Any correction or anything? 

Mr. Halsey. This just came up yesterday. I am Steven Halsey 
representing the National Association of Portable X-ray Providers. 

Chairman Manzullo. Do you want to have a seat here? It is up 
to you. If you want to refute something that was said or add to it, 
or perhaps Mr. Kay was in the process of saying something and I 
cut him off. 

Mr. Halsey. It is not a prepared statement. I think that there 
is some clarity issues that are important, if I can make a brief 
statement. 

We have been working with the people at the table, and I want 
to say for the record that since your last hearing in May, Mr. 
Chairman, which I think brought about the meetings that we have 
undertaken, meetings face to face, conference calls, and individual 
telephone conversations, I do want to state that on behalf of Mr. 
Scully and Mr. Tryslit and Mr. Kay, they have worked in good faith 
to try and get a clearer understanding of the problems in the in- 
dustry, and how we might go about positively affecting what is sim- 
ply a disastrous spiral in in the bottom line of the companies. 

So while I don’t think it is appropriate, or not at this time with 
the preparation that I have, to talk about some of the very specific 
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items such as the Q code, the review to our understanding, it has 
not been reviewed, it is required by law. 

But, I do want to state that these people have been working for 
a number of months in good faith on this issue. But, the reality is, 
we have absolutely zero effect after 5 months. 

And I know for a fact that during these 5 months, there are a 
number of companies who have gone out of business. There are 
more that are going out of business. There was a witness who testi- 
fied before this Committee in May. I spoke to him yesterday, he is 
laying two people off tomorrow. 

Chairman Manzullo. We are also joined by? 

STATEMENT OF NANCY TAYLOR, OUTSIDE COUNSEL TO THE 

NATIONAL ASSOCIATION FOR THE SUPPORT OF LONG TERM 

CARE 

Ms. Taylor. Nancy Taylor. T-A-Y-L-O-R. 

Chairman Manzullo. What is your position? 

Ms. Taylor. I am outside counsel to the National Association for 
the Support of Long Term Care, which also represents many port- 
able x-ray providers. 

Chairman Manzullo. Did you have a comment on the statement 
that some of the CMS people made? 

Ms. Taylor. Yes. We have a letter for the Committee as well, 
which recognizes that this is a complex issue, and the National As- 
sociation for Portable X-ray has done a great job. We have worked 
with them at CMS. 

There two parts of the code that provides transportation money 
to portable x-ray providers. One is the transportation code, we have 
been working very closely with CMS to update the fee. The second 
part, which is the set-up code, requires providers to get adjust- 
ments from the Physician Advisory Coding Committee. We could 
not get on the schedule to seek air increase for September. We 
have now asked that we be on the schedule in January. 

I wish that the CMS administrator could do something about 
that but he can’t. 

Dr. Weldon. Well, if I can reclaim my time, Mr. Chairman. That 
was actually the question I was leading up to, to Mr. Scully. Can 
you have the Physician Advisory Committee put the set-up fee on 
their agenda when they meet again? 

Mr. Trysla. Congressman, we have actually have that feed up 
for January. They have asked us to look at our top priority of 
codes, and this is going to be one of those priorities. 

Mr. Scully. As you can tell, I actually don’t do any work myself. 
I am just the front man. 

Mr. Kay. Could I just elaborate on that? The Practice Expense 
Advisory Committee that we have been working with has been very 
busy over the last few years revising all of the services and the fee 
schedules. There are over 7,000 services that we pay. This year 
alone, we just reviewed 1,100. They, in the last meeting that oc- 
curred in September, said that they would, you know, look at the 
next 50 that we asked them to do. 

So, Mr. Scully, you know, certainly has the authority at this 
point, you know to put this on the top list of priorities for review. 
So it is a private, independent group. But, they 
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Mr. Scully. The way it works, Doctor, as you probably know, is 
they — a lot of these committees, we basically take all of the affected 
parties, put them in a room. And if we are going to increase pay- 
ments for portable x-ray, then theoretically it comes out of the pot 
of somebody else. 

So all of the providers get in the room and we discuss and debate 
what the relative priority of various payments for physicians, labs, 
other things are. And usually in 95 percent of the cases we take 
those recommendations. But they are in fact recommendations to 
me and the secretary, and we can change them if we like, and we 
do occasionally. 

But we would be happy to put this on the top of the list, and I 
will certainly do so. 

Dr. Weldon. I appreciate the dilemma that you face. My pri- 
mary concern, just so you understand, is if this industry goes away, 
you are going to pay more money. And your quality of service is 
going to be worse. 

You may not be able to tell that is happening, because the fig- 
ures are so gigantic. If emergency room services are $20 billions 
next year, to pick a figure out of thin air, if they are $20.02 billion, 
you are not going to notice that that increase is due to the fact that 
you put a much smaller industry that was costing you less out of 
business. 

And the concern I have, just so you understand, is just what this 
gentleman was talking about. I have got portable x-ray providers 
telling me that based on the reimbursement schedule, they are not 
going to be able to stay in the business. And my perspective as a 
clinician utilizing the service, was that it was very, very good for 
seniors, and it was good for clinicians, and it was also good for you, 
in terms of providing better quality at reduced costs. 

Let me just get back to the issue. I just want to make sure that 
I understand this correctly. You have not determined that the set- 
up fee at this point is adequate? You do not have a position on 
that? 

Mr. Scully. Correct me if I’m wrong. We have not reviewed a 
change in the set-up fee alone. 

Dr. Weldon. So in front of this Committee, you are not saying 
it is inadequate or adequate? 

Mr. Scully. I don’t think we have come to that conclusion yet. 
I think, in looking at the other two components which are transpor- 
tation, and the overall fee for doing the x-ray, where we have 
made — I don’t think, the final rule should be out on November 1st, 
but the draft rule is pretty clear, that we have made some substan- 
tial increases in those areas. I think it was the biggest single in- 
crease in the physician fee schedule, but it probably isn’t going to 
take care of all of their concerns. 

Obviously, I am particularly concerned about making any addi- 
tional changes up or down on the fee schedule that are really dra- 
matic in the context of a negative 4.4 percent update. If we manage 
to fix that in the next 2 or 3 weeks, it will be a lot easier — I can 
tell you the anesthesiologists, the oncologists, many of the people 
think their practice expenses are off and they need higher pay- 
ment. In the context, everybody is going down negative 4.4 percent, 
and everything is a zero sum game, it is difficult to make changes. 
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They are going to go up next year. It is not due to the set-up 
component. But the set-up component is $11, the transportation 
component varies, but it is about $100, and $30 is the x-ray. 
Roughly. 

Mr. Kay. Roughly. 

Mr. Scully. We will keep looking at the set-up component. 

Dr. Weldon. Just so you understand. I am one of the people in 
this body who is trying to get you a better top line to deal with. 

Mr. Scully. I would hope so. 

Dr. Weldon. To help you in all of those areas. I do want to just 
cover the transportation issue. There is some regional issues associ- 
ated with that. They vary by carrier. And I believe you delegate 
that issue to the carriers to make a decision; is that correct? 

Mr. Scully. Yes. 

Dr. Weldon. In the southeast, as I understand it, there is quite 
a bit of variability. And I have some serious concern the Florida 
carrier is under reimbursing this. And I would like you to look into 
this for me in the near future and get back to me about this. It 
is not unique, I believe, to Florida. There are some other States. 
It is one of the concerns I have. When you do delegate some of 
those reimbursement decisions to carriers, that sometimes they 
make good decisions and sometimes they make bad decisions. 

So if you could please get back to me on that I would very much 
appreciate that. 

Mr. Scully. I will tell you what I have done. I was traveling in 
Arkansas yesterday, but my crack staff. Dr. Trystla told me that 
you were concerned about Florida. 

Dr. Weldon. How did he guess? 

Mr. Scully. I think he heard from your staff. And, apparently 
one of the concerns — when this came up 2 years ago before I got 
to HCFA, now CMS, I believe that we actually discussed with the 
industry coming up with national rates for transportation. The 
ideas may vary among the industry, they decided that they didn’t 
want to do that, they wanted to keep regional rates, which are set 
by the carriers. 

I heard from Tim yesterday, that our carrier, which is First 
Coast in Florida, had not been, for whatever reason, particularly 
helpful in arranging a meeting with the portable x-ray suppliers. 
I called the CEO of First Coast last night. He didn’t know anything 
about this. And I asked him to specifically meet with him and have 
his staff meet with them, and tell me what — they would decide 
what the appropriate rate is with First Coast, which is the Florida 
carrier. 

But I will get back to him, and as soon as he meets with them 
and the industry will — it is for the industry to go in and make the 
argument about having a higher rate. 

Dr. Weldon. Great. Mr. Chairman, I want to thank you so much 
for giving me the opportunity to be here. And I want to thank all 
of the witnesses, including, the impromptu witnesses for the input 
that they have helped us with. 

I just want to, before I yield back, I would be very happy to lin- 
ger. I just want to underscore, that I think this is a valuable serv- 
ice for seniors. I am determined to do everything I can to make 
sure that it remains a viable service for senior citizens. 
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Chairman Manzullo. Thank you. The problem is that as what 
happened in Rockford, Illinois, the carriers went out of business. 
And it is costing the taxpayers a tremendous amount of money to 
do the same service that the portable x-ray people did, that — the 
portable x-ray people charge a fraction, by the time you figure 
when Ma had to go to the hospital, and one of those Caravans 
picked her up, it wasn’t an ambulance, a special vehicle, and she 
was gone 4 hours. And that — that was the guy’s only run. She was 
the only one in the van. She sat in the emergency room. I mean, 
the cost to the taxpayers is horrendous. And it continues. And my 
question, and Mr. Halsey, I am sorry to really put you on the spot. 
Forgive me for putting you at the table. 

Mrs. Taylor, I don’t apologize for that, you raised your hand, you 
came up here on your own. We run this Committee a little bit dif- 
ferently than some committees, but the purpose is to resolve issues. 
And that is why we are here. 

Is there anything that we can do between now and January to 
prevent the further closing of these extremely important home x- 
ray businesses? I mean, is there — my understanding of the statute, 
Mr. Scully, is that you can have an interim payment system, that 
would at least keep these home x-ray providers alive, fulfilling that 
purpose, because they can get the finest ruling in January, but if 
they are all out of business, it wouldn’t do much good at that point. 

Mr. Scully. Well, Mr. Chairman, the suggestion 

Chairman Manzullo. I am sorry. Interim rate adjustment. 

Mr. Scully. Tim and Terry can jump in. The biggest variable, 
which is carrier priced, and varies by region, as you mentioned, is 
transportation. What we are planning to do is send out, I think it 
is just about to go out, a memorandum to all of the carriers, asking 
them to review this. 

I think the message they will get from that is not to review it 
down. 

Chairman Manzullo. If they are like Wisconsin’s Physician 
Service they * * * 

Mr. Scully. Well, not all of them are like that. We have been — 
I have been trying, as you know, and I hope again in the next cou- 
ple of weeks that we will. And there is bipartisan and bicameral 
support for carrier and contractor reform. We are trying to come up 
with the 20 best contractors. 

Chairman Manzullo. So are you going to ask them 

Mr. Scully. To go back in and review the transportation pay- 
ment. 

Chairman Manzullo. Are you going to ask them to mark it up 
higher? 

Mr. Scully. Well, we ask them to go back and review its appro- 
priateness. That is probably 75 percent of the actual fee is the 
transportation cost. So if we send out a program memorandum say- 
ing we think there is a problem here, please go back and review 
it, cull this criteria, tell us why you set it at the rates you did, re- 
view that rate, get back to us, the general — they generally follow 
our guidance and go back and look at it. 

Chairman Manzullo. Mr. Halsey, would that satisfy your in- 
quiry? 
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Mr. Halsey. Mr. Chairman, I want to applaud the effort and 
point out that the program memorandum that is being discussed 
came about through these organizations working with CMS. I know 
we all bash an agency such as CMS with vigor and frequency. 

We applaud that. That will, over a period of time, impact indi- 
vidual providers that are dealing with individual carriers. And we 
think that is outstanding. But we still would love to see the — when 
we talk about the highest rate, which this is statistically true of 
the overall update, we are talking pennies for patient. We might 
be talking 7 or 12 cents per patient. While that is appreciated, it 
isn’t going to make any difference. These companies are going out 
of business. Our one request statutorily, and this is in response to 
the questions that the Committee put before Mr. Scully 

Mr. Scully. If we can get into the weeds a little bit on this. 
There are three — I am rounding off. Three basic components. The 
$11 set-up fee, which is a practice expense and has to go through 
a formal — there is a Federal rate for that. That has to go through 
a formal panel, which varies the rates relatively to other practice 
expenses and other doctors. 

There is a $30 x-ray fee, which is the update, again a relatively 
small piece we are talking about. Then there is the roughly $100 
transportation fee. 

There is only one set locally, the transportation fee. It is by far 
the biggest component. If the carriers change that that will have — 
the other two pieces which are smaller are a part of a much more 
structured developmental national rates. 

Chairman Manzullo. Would you agree with that? 

Ms. Halsey. I am still stuck with the fact, and it was answered 
formally to Dr. Weldon’s question. The statute clearly states that 
these are to be reviewed every 5 years. The answer is it has not. 
We are asking for an interim adjustment in recognition of the fact 
that this $11 rate was set 10 to 12 years ago. 

I think it is reasonable to say. 

Chairman Manzullo. Which figure are you looking for? 

Mr. Halsey. The data we provided to the Agency places it be- 
tween normal hours and after hours in the high twenties to low 
$30 rates, and that is in cost. And I understand it is not strictly 
cost-based now and that is appropriate. But certainly if we — what 
we are looking at is something over 100 percent increase is appro- 
priate on the only data that exists, and that is the date that was 
compiled by our industry. 

So what we are saying is in the absence of the legally mandated 
5-year review and any data that has been put forward by CMS, it 
doesn’t seem reasonable to set an interim adjustment until — and if 
in January they can get this going and everything else — let us be 
clear; in January it doesn’t mean it is over, but an interim adjust- 
ment which is legally possible from the Secretary’s office would 
give these small businesses the hope to say — because that is what 
we are talking about. They need a sign from this Agency that says 
I need to stay around. 

Chairman Manzullo. Did you want to respond to that, Mr. Kay 
or Mr. Scully? 

Mr. Scully. I guess the way I have looked at it, as he said, the 
only evidence out there so far is industry data. And it is a rel- 
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atively small amount of money, in all candor. But on the other 
hand, it comes from a $66 billion pot of money that every time one 
goes up, others come down. In the context of making adjustments 
in that budget-neutral pot the physicians are very angry about 
right now, I have been hesitant to make any radical changes, even 
though this is a small amount of money. 

The much bigger variable is transportation and it doesn’t really 
count against that pot. So if a local carrier decided to go out and 
say we were going to pay $120 for transportation instead of $100, 
they just do that and it doesn’t come out of the rest of the pot. So 
it looked to me as a more workable solution. We are happy to keep 
looking at the $11 but we have to come up with independent data 
other than what the industry gave us. 

Chairman Manzullo. The only reason, going to Dr. Weldon, that 
I would suggest that you increase it is the fact that it is obvious 
by any test whatsoever that you would be saving millions of dollars 
instantly by not sending these seniors in these caravans, tying up 
drivers for 4 hours. This is so simple; that if they get a modest ad- 
justment on the cost of the x-ray, you won’t — you will save imme- 
diately millions of dollars. 

I use my mother as an example, because that is exactly what 
happened there. I would suggest — I mean, I can’t force you. It does 
two things. We need to save this profession so they are around here 
in January; otherwise they are going to be gone. And the second 
thing it does is it automatically saves money. 

Mr. Scully. We will aggressively keep looking at it. I think we 
have made a lot of changes in the policy. I think there is a strong 
likelihood the biggest component will go up. And to be honest with 
you, Mr. Chairman, there are very few things out of that $265 bil- 
lion pot that I wouldn’t structure differently if I could. There are 
a lot of crazy things in the budget. 

Mr. Weldon. Mr. Chairman, I would ask you to yield to me for 
a minute. Are you saying, Mr. Scully, for you to provide an interim 
rate adjustment upward now for the setup fee for the portable x- 
ray providers, that you have to adjust somebody else down to find 
the revenue for that? 

Mr. Scully. It depends. My belief is that that is correct because 
basically within the physician payment pot for anything we set 
rates for, which includes the general physician payments and the 
national — anything on the RBRVS scale — the physician gets 36 
bucks for an office visit. If we decide to raise anesthesiologists’ 
practice expenses or raise oncology payments, it comes out of the 
pot someplace else. And that is what this $11 setup fee is in the 
$66 billion pot that is in the national rate schedule. 

On the other hand, when you leave something to carrier discre- 
tion and they make the changes during the course of the year, they 
can raise the rates temporarily it doesn’t have an impact on any- 
body else. So the transportation fee can be raised locally without 
any impact on any rates; is that correct? 

Mr. Weldon. Just so I understand, you know the reason I am 
bringing up this setup fee is it has been frozen at a 1992 level. 
And, you Imow, we have had some inflation since then. And are 
there other fees in that same pot that have been frozen at the same 
level for the last 10 years? 
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Mr. Kay. There are some that have actually gone down in the 
last 10 years. I was going to say basically this service — because you 
know, to date anyway, we haven’t had data that sort of met the cri- 
teria that we use to establish these rates. Essentially the payment 
rate is — carried over from the previous charge based system. It 
used to be the reasonable charge system. And the new fee schedule 
was implemented in 1992, so we sort of used the average rate that 
was being paid at that time. And since then we have applied the 
updates over the years. So the various adjustments that have been 
made to the fee schedule have been applied to that rate. 

Mr. Scully. So it has gone up a little bit but not that much. 

Mr. Weldon. Before yielding back, I just want to say I am very 
concerned about the fact that the input I am getting from industry 
is the setup fee on this, the cost to the carriers, and I understand 
they can make it up on transportation perhaps, but I think there 
should be a basis in fact and a basis in logic and a basis in reality 
for the reimbursement schedule. And if the setup costs associated 
with these small businesses are 100 or 200 percent higher than the 
current Medicare reimbursement schedule, then I think it is very, 
very timely that we review this. And if at all possible, I would like 
you to provide an interim update for this service in the weeks and 
months ahead, and I would highly encourage you to do that. 

I am happy to yield back. 

Chairman Manzullo. Mr. Kay, are you saying there is some- 
thing flawed with the data that has been given to you by the indus- 
try? 

Mr. Scully. I have gone through this now with the $17 billion 
outpatient rule which has moved payments for drugs in the country 
up and down. As a matter of course, we generally try to come up 
with independent third-party independent data. 

Chairman Manzullo. You don’t have any other data; is that cor- 
rect? 

Mr. Kay. Right. 

Chairman Manzullo. So I mean, there has been no review in 5 
years. You have no independent data on your own, and you could 
take the data of using my mother as an example. I mean, this is 
so simple. I mean, this is so simple. We are going into the flu sea- 
son. And if my mother were still alive, I think I would lock that 
door there and post a guard and instruct you, Mr. Scully, to in- 
crease that schedule right away so she doesn’t — so she wouldn’t 
have to get into one of those ambulances, go out where it is cold, 
and sit in a waiting room with a bunch of sick people at a hospital. 
I mean, you could prevent that. It is so simple. 

And these people are knocking on your doors. You have physi- 
cians all over the place saying, this is not an issue of money, this 
is an issue of safety and health of these patients. And people in 
nursing homes have no business being carted to a hospital and set 
in a waiting room with all types of germs and things when the rea- 
son they are there is perhaps probably because their doctor thinks 
they have pneumonia in the first place. I mean, we really need an 
answer on this thing. 

I mean, can’t you just — what does it take? I mean, you could 
make it an administrative rule, Mr. Scully, to say that at least 
until January, which is only, you know, 2 V 2 months from now, 2% 
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months from now, we are going to increase that x-ray component 
just so these guys can stay alive. I would implore you to do that. 

Mr. Scully. Mr. Chairman, I think this thing has gotten a lot 
of attention in the Agency. I think there is a high likelihood that 
certainly with some carriers and some regions, the payment is set 
by region, which is the biggest piece. My biggest concern, to be hon- 
est with you, and a lot of physicians don’t put two and two to- 
gether, that if you ask Congressman Weldon, Dr. Weldon — I think 
he is an internist — can we increase any other fee in the pot? And 
by the way, we are going to cut your office visit for your next doc- 
tor’s office visit by 50 cents — . 

Chairman Manzullo. So you would have to cut another? So the 
result of this hearing today is you are going to encourage the State 
providers to up the transportation fee to help these guys out in the 
interim. 

Mr. Scully. We are going to tell them to do the right thing, but 
hopefully they will understand that they are supposed to review 
this thoroughly and, like I did with the CEO of the Florida health 
plan, when we find problems where we are not getting any satisfac- 
tory communication with our carriers from the industry, we will 
call them up and make sure they get a thorough hearing. 

Chairman Manzullo. Anybody else have anything they want to 
add? 

Ms. Taylor. We are just very anxious for this program memo- 
randum to get out. So hopefully it will get out very soon. 

Chairman Manzullo. Is there anything they can do? 

Mr. Scully. I think the program memorandum is just about out 
the door. And if it isn’t, it will be after this hearing. 

Chairman Manzullo. We are 3 for 3 today. Thank you so much, 
Mr. Scully. This is the sixth hearing we have had on CMS. 

Mr. Scully. First on CMS. 

Chairman Manzullo. First one on CMS. But I don’t think — let me 
put it this way. To the physicians out there and the providers, I 
can’t tell you how much they appreciate your sitting down at a 
table like this with the people that make the decisions and the pol- 
icy people. The dermatologists were actually shocked that they sat 
at the table with the person that said, come, be a part of this 
group. 

I am shocked, pleasantly, pleasantly surprised, amazed it could 
be — I don’t want to say this easy — but this is a process that we use 
to try to resolve things. You know one of our goals on the Small 
Business Committee is to bring down the cost of health care insur- 
ance and one of the ways we do that is to try to help you make 
CMS more efficient. 

Mr. Scully. I will tell you, because I share your goal. As I told 
you before, we created 11 open-door policy groups with the same 
intent. I think we have had over 3,000 people on these calls. And 
once a month with every one of these groups — the hospitals, rural 
hospitals, nursing homes, home health agencies — last week I had 
one with pharmacists, last week I had one with three health pro- 
viders, and we had about 40 people in Washington and something 
like 1,200 on the phone, and we go through all these issues and 
people bring up gripes and complaints and we try to fix them. 



36 


So maybe we should invite you to come co-chair one with me at 
some point. 

Chairman Manzullo. I would look forward to that after the elec- 
tion. Thank you again so much and this meeting is adjourned. 
[Whereupon, at 4:25 p.m., the Committee was adjourned.] 
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On April 10, 2002, Mar>' Harroun, a small business owner, came to Washington, 
DC to testify about the regulatory treatment that her company, the Merry Walker 
Corporation, was receiving from CMS. She had expected Mr. Scully to hear her 
testimony concerning the benefits that her device, the Merry Walker®, would give to 
residents of skilled nursing facilities that are currently confined to wheelchairs. 

This hearing is not just about one small business and her travails with CMS. 
Rather, it is about the rigidity of a statutory and regulatory regime that may impose 
substantial penalties on skilled nursing facilities, many of which are small businesses, in 
an effort to improve the quality of life for residents. The regulatory regime forces skilled 
nursing facilities to classify certain devices as restraints with the additional requirement 
of obtaining a physician’s order and demonstration that the device is being used to treat a 
medical condition. Ambulation assistance devices, including the Merry Walker®, simply 
do not fall within that simple categorization. The Merry Walker® treats old age and the 
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infirmity that comes with it - not any specific medical condition. Nor is the Merry 
Walker® a device that will be used for a defined f«riod of time. The resident may 
require the use of a Merry Walker® for tte rest of their lives. Yet, skilled nursing 
facilities, and who can blame them, are not willing to take the regulatory risk and 
additional cost associated with using a “restraint” Would it not be better for residents in 
skilled nursing facilities to be ambulatory thereby reducing the incidence of muscular 
atrophy rather than being placed in a wheelchair out of regulatory fear? 

Today’s hearing will explore this issue, the statutory and regulatory framework 
that forces the skilled nursing facilities from purchasing the Merry Walker®, and 
potential solutions to the improper classification of devices designed for mobility 
assistance as restraints. 

I will now recognize the gentlelady from New York, Ms. Velazquez, for her 
opening remarks and then will go to the Chairman of the Subcommittee on Regulatory 
Reform and Oversight, the gentleman from Indiana, Mr. Pence for his opening statement. 
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Chairman Manzullo, Congresswoman Velazquez, Chairman Pence, Congressman Brady, 
distinguished Committee members, thank you for inviting me to discuss the Centers for Medicare 
& Medicaid Services' (CMS) evaluation of ambulatory assistance devices as well as clinical 
laboratories. As you know from my previous testimonies before this committee. President Bush, 
Secretary Thompson, and I are strongly committed to protecting the health and safety of this 
nation’s most vulnerable citizens - the sick, the poor, the elderly, and the disabled. We also are 
dedicated to safeguarding the taxpayers’ money in the Medicare trust funds, and to tearing down 
regulatory burdens for small businesses. We believe small businesses are critical to the ftiture of 
our country, and I want to continue working with you to meet their needs so that they can 
continue to provide high quality care for Medicare beneficiaries. 

Small businesses provide a variety of health care services. They include individual physicians, 
small group practices, and providers of durable medical equipment, orthotics, and other supplies 
and services. They help to ensure that Medicare beneficiaries receive the care they need and play 
a vital role in the Medicare program. I recognize the importance of helping small businesses 
continue to fill this need. Since I took over as CMS Administrator, my number one priority has 
been to improve the Agency's responsiveness and make it a better business partner. At CMS, we 
are committed to simplifying our rules, making them easier to understand and less burdensome. 
We also are committed to opening up CMS and creating more ways for the entities we regulate - 
including small business - to interact with us. This helps all sectors of the health care industry, 
of course, but we are paying particular attention to small business providers. 
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For example, one way we are making the Department, and CMS in particular, more open and 
accessible is through the Secretary’s Advisory Committee on Regulatory Reform, which we 
created last summer and includes patient advocates, providers, and other health care 
professionals from across the nation. This Advisory Committee helps to guide the Secretary’s 
efforts to streamline unnecessarily burdensome regulations and to eliminate inefficient 
regulations that interfere with the quality of health care for Americans. I know that you, Mr. 
Pence, and your Subcommittee have a particular interest in the Advisory Committee’s 
suggestions on clinical laboratories, and I will discuss those in more detail in a few moments. 

We also have created 1 1 "Open Door Policy Forums" to interact directly with beneficiary groups, 
providers, suppliers, physicians, and health plans to strengthen communication and information 
sharing between stakeholders and the Agency. These regular forums are open to all providers - 
rural, urban, small, large, for-profit, and nonprofit - and to the public. Many of these groups 
include small business providers. Outside groups meet with senior CMS staff on a regular basis, 
most of them monthly, to bring to our attention those nagging little problems that they encounter 
when dealing with the Medicare and Medicaid programs. 

We also are working directly with physicians and other health care providers to improve our 
communications with them and ensure that CMS is responsive to their needs. We are providing 
free information, educational courses, and other services through a variety of advanced 
technologies. In particular, we have a broad selection of training materials available on our 
Medicare provider education website, www.cms.gov/medleam . This site provides timely, 
accurate, and relevant information about Medicare coverage and payment policies, and serves as 
an efficient, convenient education tool for all providers, including small businesses. 

As someone who has worked on health care issues in both Bush Administrations, as well as in 
the private sector, I know how frustrating Medicare's complex regulations can be. Simplifying 
the requirements and generally making Medicare a better business paitner has been a top priority 
of mine for years. This Administration takes very seriously the importance of assessing the 
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impact of its decisions on all Americans, including small business owners, and I look forward to 
continuing to work with you to further improve the system. 

CODING AMBULATION DEVICES ON THE MINIMUM DATA SET 

Quality of Care 

Over the last few years, at CMS we have focused intently on improving the quality of care for 
Medicare beneficiaries across the health care industry, including the nursing homes where nearly 
3 million Americans receive care. Most recently, we began publishing quality data on individual 
nursing homes in six pilot States, and we plan to expand this project nationwide. Our goal is to 
educate beneficiaries and their families so that they can better compare their options and make 
the best choice for their own or their loved ones’ care. To this end, we are publishing 
information about how individual nursing homes perform in nine measures of quality that were 
recommended by a broad-based committee of the National Quality Forum, an independent 
standard-setting organization representing public and private purchasers, consumers, providers 
and researchers. The nine measures are designed to help consumers make and “apples-to-apples” 
comparison of nursing homes. We are strongly committed to ensuring these Americans receive 
the excellent care they deserve and enjoy a high quality of life. 

I recognize that ambulation assistance devices like the Merry Walker ® Ambulation Device are 
intended to help improve the quality of life for nursing home residents and others who face 
reduced personal mobility. This is a noble effort and 1 appreciate the people, including my 
fellow witness, who are working hard to create new and improved ways of enhancing mobility 
for these residents. I believe that there are numerous instances where these ambulation devices 
are used appropriately every day. However, I also am aware that there are some instances where 
devices like the Merry Walker® Ambulation Device are used in ways other than those intended 
by their manufacturer. While these devices are meant to help people become more independent, 
sometimes nursing homes uses them in ways that restrict the resident’s freedom of movement 
and, in fact, can pose a serious and dangerous threat to the health and safety of some Medicare 
and Medicaid beneficiaries. 
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Results of Working Together 

I have directed my staff to work closely with you to examine the way that ambulatory assistance 
devices like the Meny Walker® Ambulation Device are coded on the Minimum Data Set 
(MDS). We have met with Chairman Manzullo and communicated often and in detail about this 
issue. In fact, since in mid-June, when my staff met with Chairman Manzullo and Ms. Mary 
Harroun, whose company manufactures the Merry Walker®, over 40 e-mails and tens of hours of 
phone calls between our staffs have occurred, with the ultimate goal of streamlining our 
guidelines while ensuring compliance with the statutory requirements and resident safety. 

As a result of these interactions, CMS has proposed changes to our Guidance to State Surveyors, 
and our Resident Assessment Instrument (RAI) Manual. The Committee’s Regulatory Counsel 
approved these changes in July, and CMS sent proposed RAI changes for review by industry to 
ensure that the changes are understandable. These changes focused on the requirement that 
nursing homes assess whether a device, such as the Merry Walker® Ambulation Device, have 
the effect of restraining an individual. This change would alleviate the concern that facilities 
improperly code the Merry Walker® as a restraint in every instance, without doing an individual 
assessment. I am pleased with the level of cooperation we have achieved to ensure that devices 
are coded correctly on the MDS assessment tool and that nursing home residents are properly 
assessed and cared for without being put at risk. Although I understand Chairman Manzullo still 
has concerns that these changes do not go far enough, it is only when we work together in this 
fashion can we have the most appropriate impact and create the greatest good. I look forward to 
continuing to work with you in this manner. 

Legal Requirements 

The Nursing Home Reform Act of 1 987 state that the resident has "the right to be firee from . . . 
any physical or chemical restraint imposed for purpose of discipline or convenience and not 
required to treat the resident’s medial symptoms. Restraints may only be imposed (I) to ensure 
the physical safety of the resident or other residents and (II) only upon the written order of a 
physician that specifies the duration and circumstances under which the restraints are to be used.” 
CMS defines a physical restraint in a nursing facility as “any manual method or physical or 
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mechanical device, material, or equipment attached or adjacent to the resident’s body that the 
individual cannot remove easily that restricts freedom of movement or normal access to one’s 
body.” As described below, in one section of the MDS nursing homes are required to answer 
whether the facility uses a restraint on a particular resident. 

The Minimum Data Set 

The MDS is part of our Resident Assessment Instrument, which is used to develop a 
comprehensive assessment for all residents in a long term care facility certified to participate in 
Medicare and Medicaid. Specifically, the MDS is a set of screening, clinical, and functional 
elements that helps to give staff a better understanding of the health status of each resident. As a 
screening tool, the MDS helps nursing home staff to identify possible problems that need to be 
addressed in a resident’s individual care plan. As part of this assessment, we capture information 
on any device that meets the definition of restraint. That includes recognizing any time a device 
like the Merry Walker® Ambulation Device meets the definition of restraint for an individual 
resident. 

We have focused on improving how facility providers code information on our MDS form. 
Providers use the data from the MDS as a part of the assessment and care plaiming process 
required by law for residents in nursing homes certified for Medicare and/or Medicaid . The 
current version of the MDS was developed in 1995 with considerable input from countless 
individuals representing associations, beneficiary groups, and State governments with which we 
have worked in partnership in implementing the MDS nationally. We recognize the value of 
including different perspectives and areas of expertise in establishing clinical guidelines and plan 
to continue this open and inclusive approach with refinements to the MDS to streamline it and 
get nursing staffback to the bedside and caring for residents, not filling out paperwork. 

I understand this Committee is concerned about how ambulation devices like the Merry Walker® 
Ambulation Device are coded on the MDS. Evaluators code ambulation devices as a mode of 
locomotion and/or a physical restraint, depending on how the device impacts the individual 
resident. As noted above, the Nursing Home Reform Act guarantees nursing home residents 
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freedom from restraints being used for the convaiience of staff. Our State Operations Manual, 
which guides state surveyors, defines a physical restraint as any “device, material, or equipment 
attached or adjacent to the resident’s body that the individual caiuiot remove easily that restricts 
freedom of movement . . If a nursing home resident cannot open the front gate on an 
ambulation device due to physical or cognitive limitations, and so caimot exit the device, the 
device restricts the resident’s freedom of movement, and must be coded on the MDS as a 
restraint. Conversely, if an ambulation device were not restrictive for a resident, it would not 
need to be considered a restraint. 

The Merry Walker® assessment sheet itself recognizes the distinction between when the device 
is a restraint and when it is not. The written materials accompanying the Merry Walker® state: 
“If a resident can remove himself/herself from the Merry Walker then it is not a restraint.” We 
agree and have instructed nursing home providers to code this device as a restraint only in those 
instances where the resident cannot remove himself from the device. 

Statutory Requirements for Using a Restraint 

Even if the device meets the definition of a restraint for an individual resident, that would not 
necessarily prohibit the device’s use. If there is a medical symptom that warrants the use of the 
restraining device, the resident could still use it, provided that a physician prescribes its use. The 
law prohibits the improper use of restraints in order to ensure that nursing home residents retain 
their right to be free of restraints for discipline or convenience of the nursing home’s staff. It is 
permissible and appropriate, however, to use restraints when treating a medical condition or to 
ensure the safety of the resident. The nursing home, in conjunction with a physician, must 
perform an assessment to identify the medical symptoms the restraint would be employed to 
address. The assessment should take into consideration the professionally and medically 
recognized risks of using the device versus the potential risks of not using the device for that 
particular resident. 
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State Surveyors Citations Involving the Metrv Walker® 

Recently we reviewed state surveyors’ citations delineating the inappropriate use of restraints 
over this past year. Of the 6,103 citations written by surveyors for inappropriate physical 
restraint use, approximately 30 involved the use of the Merry Walker® Ambulation Device or 
similar device, or less than one half of one percent. These numbers suggest that state surveyors 
understand the regulations involving physical restraints and generally have correctly cited 
facilities for improper use of the Meny Walkei® Ambulation Device. More importantly, our 
review of the citations indicates that for the vast majority of the time the Merry Walker ® 
Ambulation Device does not meet the definition of a restraint. If the device should be considered 
a restraint for a particular resident, facilities are properly assessing the device, monitoring its use, 
and following the rules set out in law involving when a physical restraint can be used. 

It is incumbent upon facilities to properly assess whether this device meets the definition of a 
restraint for a particular individual, and this assessment must be ongoing. When a resident 
cannot exit the device on his own accord, additional oversight of the resident is required. Some 
of the deficiencies found by state surveyors involve the Merry Walker® Ambulation Device as a 
restraint. In some cases the device caused actual harm to the resident. These cases highlight the 
need for CMS to be vigilant in protecting nursing home residents fi-om the inappropriate use of 
restraints. 

Injury Sustained While in the Merry Walker® Because of Inappropriate Use or Inadequate 
Supervision 

Some surveyors found cases of residents who could not open the gate on the Merry Walker® 
being injured as they attempted to get out of the Merry Walker® Ambulation Device by crawling 
out tram under the gate or trying to climb out over the top of the gate. In other cases, the 
residents were injured while using the Merry Walker® Ambulation Device. When properly 
used, the device prevents falls (as the manufacturer intended). However, without appropriate 
supervision, particularly when the device limits the resident’s freedom of movement, significant 
harm may occur. 
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• One state surveyor uncovered an instance in which a resident had fallen on six separate 
occasions while using the Merry Walker®. The resident attempted to get out of the 
device by sliding out from imder the gate, since she had such difficulty opening the gate 
and exiting the device. In the same facility, a resident fractured her arm when she tried 
to climb out of the Merry Walker® Ambulation Device, and another a resident fractured 
his hip while trying to climb out of the device. 

• Another example of actual harm involving the Merry Walker® Ambulation Device 
included a case in which the survey team heard the resident yelling for help. The 
surveyors found the resideht lying partially across the bed. The resident’s foot and leg 
were caught in the seat strap of the Merry Walker®. While his foot remained trapped in 
the device, the Merry Walker® began rolling away from the resident, putting him at risk 
of being pulled to the floor by the ambulation device. Interviews with staff confirmed the 
resident had tried to get out of the Merry Walker® on other occasions and had sustained 
falls while in the Merry Walker®. 

• One resident overturned the device and was found on the floor with the device on top of 
him. The resident was injured by the fall. Despite his repeated falls while in the device, 
staff continued to state the device was used to prevent falls and failed to reassess the 
resident’s needs. In this case, a staff member admitted that the use of the restraint 
without assessment could pose the risk of death or serious physical harm, and concluded 
that facility should have assessed the resident’s use of the Merry Walker®. The staff 
member noted that the use of the restraint without assessment could lead to functional 
decline (such as incontinence) for a resident. Review of the record revealed that by the 
time the facility assessed the resident occurred, the resident had sustained multiple falls, 
needed greater assistance in locomotion, and had become incontinent of bowel and 
bladder. 

Improper Use of the Merry Walker® for Staff Convenience 

The Nursing Home Reform Act prohibits the use of a restraint for staff convenience. State 
surveyors uncovered instances of where nursing home staff used the Merry Walker® to keep 
residents from wandering. When a resident is unable to open the gate on the Merry Walker® 
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Ambulation Device without assistance or dora not understand the instructions given by the staff 
on how to open the gate on the Merry Walker®, staff may not place the resident in the Merry 
Walker® for convenience. 

• State surveyors cited one facility for restraining a resident in a Merry Walker® 
Ambulation Device for staff convenience. The Merry Walker® kept the resident from 
leaving the building. Surveyors found that staff would leave the resident in the Merry 
Walker® when they could not supervise her, even though the staff had not assessed the 
appropriateness of the resident’s use of the Merry Walker® and staff had not identified 
the use of the restraint on the resident’s care plan. A certified restorative aide and charge 
nurse revealed that the resident did not need restorative services because the resident was 
able to walk without the use of the ambulation device. However, staff noted that the 
resident could not exit the device on her own, but she would attempt to get out of the 
Merry Walker®, because the Merry Walkei® agitated the resident. 

• State surveyors cited a facility for placing a resident in the Merry Walker® all day, 
including leaving the resident in the device for meals. The staff would place the 
resident’s meal tray on the Merry Walker®. The staff admitted they did to restrain the 
resident, who could not exit the device without assistance. When not in the Merry 
Walker®, the resident would attempt to get up leave the table and walk around. 

CMS does not prohibit the use of restraints, but rather establishes procedural safeguards to 
protect residents from their overuse. We acknowledge that there are situations where restraint 
use is both appropriate and necessary. When the Merry Walker® is considered a restraint in a 
particular instance, it may be properly used with a plan of care. However, as the above examples 
make clear, the protections required are appropriate for those instances in which the Merry 
Walker® meets the definition of a restraint. The examples of the device’s inappropriate use 
and/or inadequate supervision caused injury to the resident emphasize why we focus on the effect 
the device has on the resident and not merely the manufacturer’s intent on making the device. 
While we are strongly committed to our efforts to support small businesses, we have an 
obligation to uphold the statutory right of a resident to be free from a restraint that is used for 
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staff convenience or where the medical symptoms do not warrant. 

While I have cited a number of instances where these ambulation devices have endangered 
nursing home residents, I am certain there are numerous instances where the devices have had 
very positive impacts on the lives of residents. We want to increase the number of positive 
stories and decrease the instances of risk to nursing home residents. One way we can do this is to 
ensure nursing homes follow the statutory mandate that they complete comprehensive 
assessments and provide individualized plans of care for each resident. In this way, we can help 
facilities understand what constitutes a restraint and understand when restraint use is appropriate 
and inappropriate. We have been working hard to simplify our procedures and make Medicare a 
better business partner for health care providers so they can better understand their 
responsibilities and have more time to care for our beneficiaries. 

We require nursing home evaluators to determine whether devices like the Merry Walker® 
Ambulation Device should be coded as a restraint based on its effect on each individual resident. 
This enables us to better ensure that we are protecting the resident’s right to be free fi'om the 
inappropriate use of restraints as mandated by the law. We are doing everything we can to make 
it easier for health care professionals in nursing homes to provide appropriate care for their 
residents -- including improving our working relationships with small businesses while 
maintaining regulations that are in the best interest of nursing home residents and the taxpayers. 
As I said earlier, I appreciate this Committee’s dedication to that end, and I look forward to 
continuing to work with you in this effort. 

CLINICAL LABORATORY REGULATION 

In addition to ambulation assistance devices, at CMS we also regulate clinical laboratories under 
the Clinical Laboratory Improvement Amendments (CLIA). A precursor to CLIA was passed in 
1967 with CMS’s regulatory responsibility limited to those laboratories that participated in the 
Medicare and Medicaid programs, and laboratories that tested specimens in interstate commerce. 
Congressional hearings over the concerns about deaths of women from erroneously read Pap 
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smears and the proliferation of bench top laboratory technology into non-traditional testing sites 
led Congress to amend the original CLIA law. 

In 1 988, Congress passed CLIA, expanding CMS’s responsibility to include aU laboratories that 
test human specimens “for the pmpose of providing information for the diagnosis, prevention, or 
treatment of any disease or impairment of, or the assessment of the health of, human beings.” 

We implemented those changes in 1 992 with the publication of a final rule with comment period. 
The law sets minimum uniform quality standards for all clinical labs and was passed with broad 
bipartisan support. It is an important program that helps to protect all patients, including 
Medicare beneficiaries, by encouraging accurate, reliable lab test results and timely reporting of 
those results. 

We know one way to make a program like CLIA even more effective is to make it more user- 
friendly for providers. That is why we have worked hard to streamline procedures, improve 
flexibility, and reduce burdens on labs. We also are working to take into consideration the 
tremendous amounts of feedback we have received on the 1992 rule so that we can publish a 
streamlined final rule in the near future. We think this wilt be especially helpful for the small 
business labs that many Medicare beneficiaries and others rely on for their health care needs. 

CLIA regulations are based on the complexity of tests, not the type of lab or where the testing 
occurs. Labs performing similar tests must meet similar standards, whether located in a hospital, 
doctor's office, or other site. Under CLIA, there are three categories of tests: waived tests, 
moderate complexity tests, and high complexity tests. The most frequently performed tests in 
physicians’ office laboratories are waived tests — simple tests with small chance of error or risk - 
which are exempt from routine surveys and virtually all CLIA rules. Labs performing only these 
tests are referred to as Certificate of Waiver (COW) labs. Although exempt from many rules, 
they must enroll in CLIA, pay a certification fee, and follow the test manufacturer’s instructions. 
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Moderate and high complexity tests are subject to a number of CLIA requirements, including: 

• Personnel : CLIA sets minimum qualifications for all persons performing or supervising 
moderate or high complexity lab tests. 

• Proficiency testing : Labs must also participate in an approved proficiency testing 
program, which provides an external evaluation of the accuracy of the lab’s test results. 

• Quality control : Labs must have a process for monitoring personnel, testing equipment, 
and the testing environment to ensure proper operation and accurate results. 

• Quality assurance : Labs must have and follow a plan to monitor, on an ongoing basis, the 
overall operation of the laboratory, provide communications and resolve problems that 
affect the quality of their testing. 

• Cytology testing : CLIA sets special rules for cytology testing including workload limits, 
individualized proficiency testing and personnel standards, and quality control 
procedures. 

Data show that these regulations are helping. Since CLIA was implemented in 1992, quality 
deficiencies on clinical labs overall have decreased significantly. The first onsite surveys of labs 
revealed that up to 35 percent of labs had quality issues. At this time, less than 9 percent of labs 
have quality problems. We believe that our educational rather than punitive approach has 
facilitated improvement in lab quality. Data from our Survey Evaluation Form show that most 
laboratories respond very positively to the educational, information-sharing approach to 
oversight. 

However, despite these improvements, the potential for safety-jeopardizing problems still exists, 
as shown in recent data on waived labs that are not routinely overseen. For example, under the 
CLIA program, we conducted an initial pilot study in the States of Colorado and Qhio, with on-site 
visits to a random sample of 200 labs that are exempt from many CLIA requirements. Significant 
quality and catification problems were identified in over 50 percent of these laboratories. 
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We expanded this pilot to include eight additional States to verify the scope and seriousness of 
Colorado’s and Ohio’s initial study findings. As a result of this expanded pilot, qualify problems were 
identified that corroborated the initial study findings, which included: 

• 32 percent failed to have current manufacturer’s instructions for the tests they performed; 

• 32 percent didn’t perform quality control as required by the manufectarer; and 

• 1 6 percent foiled to follow current manufacturer’s irrstructions. 

Recent studies conducted by the CDC, HHS Office of Inspector General, and New York have 
produced similar findings. 

Due to the significant increase in the number and types of tests waived, the rapidly expanding nitmber 
of laboratories with no ovasight, and the serious findings in COW laboratories, in April 2002 we 
notified State Medicaid Directors, organized medicine, professional organizations, and 
accrediting organizations that we would begin working with labs that are exempt from CLIA 
requirements to help ensure higher quality care. We are using an educational approach to help 
them enhance their basic lab practices and improve testing accuracy so they can better serve all 
Americans. 

We started visiting 2 percent of the COW laboratories on April 1 5, 2002. The laboratories are notified 
in advance, first by letter and that by telephone, to confirm the on-site visit. The visits focus on the 
education of testing personnel to ensure quality testing. If quality problems are found, we provide 
assistance to the laboratories to help ensure they are able to achieve accurate and reliable results. 

There is no fee charged to the laboratories at this time for these visits, and we are pleased that our 
preliminary follow up data from our expanded pilot studies indicate this educational approach to be 
hi^y effective. Moreover, we are beginning to explore and develop other educational efforts for 
these laboratories to further help them improve the quality of services that they are providing to 
Medicare beneficiaries and others. 

In addition to this educational approach, I want to mention a few of the other ways we have 
worked to reduce burden for providers, including many small business providers, that are subject 
to CLIA rules, as well as some ideas we have for future initiatives. Ninety-seven thousand, or 60 
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percent of all labs registered under CLIA, are small physician office labs (POLs). Although most 
of them face minimal regulation under CLIA, or have virtually all of their requirements waived, 
22 percent of the POLs perform moderate or highly complex procedures that, if done incorrectly, 
could place patients at significant risk. So we have taken numerous steps over the years to help 
relieve burden for them. For example, in 1993, soon after CLIA was implemented, we defined a 
sub-category of moderate complexity tests, now called "provider-performed microscopy" (PPM), 
that are exempt from routine inspections under CLIA. In 1995, we expanded the PPM sub- 
category to many more labs by allowing dentists and mid-level practitioners to perform PPM 
tests, in addition to physicians. In fact, our data indicate that there are now more POLs enrolled 
in CLIA than there were at the outset. A 1997 OIG study about CLIA and access to laboratory 
testing likewise concluded that there had been no loss of access as a result of the CLIA 
regulations. 

Of course, many labs that perform moderate or high complexity tests are not exempt from CLIA 
requirements, and for them CLIA is flexible in providing options for how quality standards may 
be met by allowing a number of options for private accreditation and State certification. 
Accrediting organizations currently approved by HHS for this purpose include COLA (formerly 
Commission on Office Laboratory Accreditation), the Joint Commission on Accreditation of 
Healthcare Organizations, and 4 others. Moreover, labs in States that approve or license labs 
under standards at least as stringent as CLIA are exempt from CLIA requirements. 

To further help labs that are subject to CLIA inspection, we revised our survey procedures so that 
labs with excellent compliance records and proficiency testing scores will be inspected on-site 
less frequently. These labs may complete a self-assessment questionnaire in lieu of an on-site 
inspection in every other 2-year survey cycle, so they would be inspected on-site only every 4 
years. Laboratories selected for this “honor” frequently comment how proud they are to receive 
this recognition. Furthermore, our surveys focus on lab practices directly related to the accuracy 
of test results or potential risk to patients, not impractical, burdensome requirements. 
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We also gradually phased in our personnel provisions to assure adequate time for lab staff to 
qualify. Most physicians already met all of the required qualifications. Moreover, regulations 
published in 1992 and 1995 allowed many lab employees who already were performing or 
supervising moderate or high complexity tests to continue to do so based on their training and 
experience. 

Other important ways we have worked to reduce CLIA’s burden on providers include: 

• All routine inspections are scheduled ahead of time, rather than unannormced; 

• Labs need not reapply for 'a new certificate for each 2-year survey cycle. They need only 
confirm their status and note any changes they have made; 

• Implementation of quality control and proficiency testing requirements was phased in 
over time and technical assistance provided, if needed; and, 

• Labs may use existing systems or processes to meet CLIA requirements, such as using the 
patient chart to record test orders and results, and manufacturer’s instructions for a 
procedure manual. 

FUTURE CLINICAL LABORATORY EFFORTS 

Last summer Secretary Thompson created an Advisory Committee on Regulatory Reform, which 
includes patient advocates, providers, and other healthcare professionals firom across the nation. 
This committee is helping to guide the Secretary’s efforts to streamline unnecessarily 
burdensome regulations and to eliminate inefficient regulations that interfere with the quality of 
health care for Americans. We recognize that these requirements can have a disproportionate 
impact on small business providers who often do not have the resources that larger providers use 
to mitigate the effects of such burdens; and we believe that providers should focus on patients, 
not on paperwork. This Advisory Committee has developed a number of recommendations to 
help make CLIA more user-fnendly for small businesses and all providers, including some we 
plan to work on in the near future: 

1 . Simplify and clarify the CLIA requirements using plain language when possible to 
assist laboratory and POL staff in understanding and complying with guidelines. We 
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plan to include clarified and streamlined language in the final CLIA regulations that we 
hope to publish later this year. Status : Workgroups to develop user-friendly guidelines 
for compliance are already convened. Input from POLs, professional and accreditation 
organizations, and experts will be solicited on these guidelines prior to publication. 

2. Provide information to POLs about training opportunities by the State survey agencies 
and other accrediting bodies such as the College of American Pathologists and COLA 
to assist with interpretation and implementation of new CLIA requirements. Status : 
COLA already has several educational programs available for laboratories to meet all 
categories of CLIA requirements. We plan to work with all accrediting bodies to 
facilitate compliance following the publication of the final regulations. 

3. Update the CLIA website, and develop a more user-friendly website with links to the 
Centers for Disease Control’s National Laboratory Training Network (NLTN). Status : 
Discussions are underway with the NLTN, and our CLIA website, www.cms.gov/clia . is 
updated regularly with new policy and compliance information. 

4. In the application package, include the CLIA requirements and a basic laboratory 
practices document in plain language tailored to the POLs test system menu for 
moderate complexity tests. Status : We are working with lab test manufacturers to 
develop a Basic Laboratory Practices document. One is already used as part of the COW 
survey project. 

5. Help laboratories interpret the CLIA requirements. Status : Through our contract with 
the State Agencies, we are always available to provide technical assistance or resources 
for laboratories, and we are considering other ways that we can help provide guidance. 

6. If compliance surveys are performed by CMS on waived laboratories, the evaluations 
should be according to CLIA guidelines and using criteria established in consultation 
with accrediting agencies and physician organizations. Status : We included feedback 
from many entities in the questionnaire for waived laboratory visits and we have just 
recently updated it again based on further comments, both internal and external. 

7. Modify the Alternate Quality Assessment Survey (A QAS) self survey form, which 
includes questions about compliance with CLIA quality assurance requirements and is 
used to reward exceptionally good laboratories, as an educational tool to facilitate the 
survey and certification process. Status : Many individuals and organizations already 
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use this form for training and imderstanding Quality Assessment concepts. It is available 
on the CMS CLIA website at: www.cms.gov/clia . We will also consider new ways that 
we can improve this form. 

8. Increase the number of POL representatives serving on the Clinical Laboratory 

Improvements Advisory Committee (CLIAC), to more accurately reflect the number of 
POLs being regulated. Status : Manyofthe members ofthe current CLIAC have owned 
or operated POLs, and we will continue to look at ways we can ensure POLs are 
accurately represented. 

The Committee also had some longer-term recommendations, including: 

1 . Offer training and simplified guidelines to assist laboratories with new CLIA 
requirements at meetings of laboratory professionals, accreditation bodies, and 
medical organizations. Status : CMS and CDC representatives are always available to 
speak and teach at organized professional. State, and regional meetings and do so quite 
frequently. This is a valuable outreach tool that we will consider expanding. 

2. Collaborate with the CDC on an educational brochure for POLs containing plain 
language interpretation of the regulatory requirements. Status : We have begun 
discussions with CDC. 

3. Provide open forums with professional, medical, and accreditation laboratory 
organizations to solicit feedback on ways to improve outreach to POLs and to increase 
understanding of the CLIA program among physicians Status : As mentioned, we 
always make CMS and CDC representatives available to attend various professional 
meetings, and we will consider expanding this outreach tool. 

4. Solicit interest in developing an educational "Clearinghouse” on the CLIA website that 
includes a multimedia educational program package. Interested parties would include: 
CMS, other Federal agencies, professional, medical and laboratory accreditation 
organizations, and CLIAC. Methods for evaluation of the effectiveness of educational 
programs should be designed. Status : A Clearinghouse of educational programs for 
laboratories is being compiled and includes information received from States, 
professional, and accreditation organizations. 
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5. Collaborate with States and private laboratory organizations to develop and promote 
self-assessment tools for laboratories, as well as other types of educational programs. 
These should include an evaluation of effectiveness. Status : We plan to work with 
professional organizations to develop further self-assessment tools and we have already 
had one preliminary discussion. We intend to develop mechanisms to measure education 
effectiveness as part of the plan. 

While we have worked hard to streamline and simplify the administrative requirements of CLIA 
so that we can better ensure high qualify care for ail Americans, we know that we have more to 
do. The Secretary’s Regulatory Reform Advisory Committee suggestions offer us a roadmap for 
further improvement. We have a number of initiatives underway already, and have additional 
plans in development. 

CONCLUSION 

With both ambulation assistance devices and clinical labs, our priority is ensuring the health and 
safety of Medicare beneficiaries. We also are working hard to streamline our requirements and 
make Medicare a better business partner for all providers, including small businesses, because 
when these providers better understand and comply with Medicare regulations, they can spend 
more time caring for patients. I appreciate this Conunittee’s continuing interest in the Medicare 
program, and I will continue to work with you as we improve further. Thank you for inviting me 
to discuss these issues with you today. I am happy to answer your questions. 
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House Committee on Small Business 

“CMS Regulation of Healthcare Services” 

Centers for Medicare and Medicaid Will Change Status of Merry Walker® Ambulation Device 
From Chair Prevents Rising to Adaptive Device /Restraint Alternative 

October 3, 2002 

Prepared Remarks of Mary M. Harronn, MS, LNHA 

My name is Mary M. Harropn and I thank Chairman Manzullo and the House Small 
Business Committee for hearing my testimony today to resolve a seemingly small matter of 
wrongful classification by Centers for Medicare and Medicaid Services of a product known as the 
Merry Walker Ambulation Device which when scrutinized on a wider focus, has resulted in 
destructive medical consequences for all the 1.8 million residents of long term care facilities 
throughout of country today. 

I come here today with thirty years of experience and expertise in knowing the importance 
of ambulating the long-term care field. 1 bold a master’s degree in geriatric psychology and an 
Illinois nursing home administration license. Back in 1987 when the OBRA Regulations for Nursing 
Home Reform were passed by Congress, I became aware that the restraint issue had finally been 
addressed. Prior to the passage and enactment of the Regulations, most residents living in long 
term care had a very high potential of being placed in a wheelchair with a Posey vest that kept them 
tied to the wheelchair, thus being unable and soon, thereafter, incapable of walking. As the activity 
director of a long term care facility, 1 looked around the dining room one day and said to myself, all 
these people walked once, why are they not walking now? Upon reflecting on the idea that the 
residents before me that particular day were not walking, I started to design a product that would 
serve their needs by getting them up and walking once again and would allow them to walk 
restraint free. Since I am a mother of two children, and in particular reflected upon my son who 
really wanted to walk at birth, but was placed at a early age in a baby walker with a seat and 
wheels so that he could be mobile. I took that concept and after much designing, invented the 
product known today as the Merry Walker. One of the biggest problems I had in the development 
of the product was getting the residents in and out of the device safely. I lifted my son into and out 
of his walker, but I could not design a product that would require another person to lift the elderly 
person into a Merry Walker. This problem had to be solved. The front gate was designed to open 
like a fence gate out and away from the end user. The safety factors were foremost in my mind as I 
was designing a product that would allow very frail elderly to walk independently, but safely. Since 
the design of the product required that the Merry Walker enable them to walk safely, the elderly 
resident was required to hold onto the front gate in order to use the product, so the front gate had 
to be safely secured to the product, hence the reason for the swell latch. Merry Walker went 
through the normal steps of patent and trademark application and was placed on the market in the 
fall of 1990, to answer the OBRA Regulations and Guidelines of residents being free of physical 
restraints. 

The marketplace accepted the product, but with any new idea on increasing quality of care 
for the residents of long term care, mindsets had to be changed from automatically placing a 
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resident in a wheelchair, should be resident be at risks for fails, instead of strengthening the 
resident by placing the resident in a Merry Walker. The product became so popular and such a 
demanded product, that at one time I counted eighteen copycats of my product, the Merry Walker, 
on the market 

At the Alzheimer’s Disease Education Conference held in Chicago, July, 2001, 1 discovered 
that the Minimum Date Set had a User’s Manual to instruct end users on how to use the Minimum 
Data Set for their residents. On page 3-158 under Devices and Restraints, it states under Intent: 

To record the frequency, over the last seven days, with which the resident was restrained by any of 
the devices listed below at any time during the day or night Under definition: This category 
includes the use of any device (e.g. physical or mechanical device, material, or equipment attached 
or adjacent to the resident’s body) that the resident cannot easily remove and that restricts freedom 
of movement or normal access to his or her body. Then it lists full bed rails, other types of bed rails 
used, trunk restraints, limb restraipts and then chair prevents rising. Under this category lists any 
type of chair with locked lap board or chair that places residents in a recumbent position that 
restricts rising or a chair that is soft and low to the floor (e.g. bean bag chair). Includes “comfort 
cushions” (e.g. lap buddy), “merry walkers.” 

As you can see. Merry Walker is not a chair that prevents rising. Since CMS has no other 
categories to place the device in, even though Steve Pelovitz suggested in a letter written to me in 
March 2002 that of placing the Merry Walker under one the other restraint categories of full bed 
rail, trunk restraints, limb restraints, it still should not be considered a restraint because it does not 
describe the device. Due to this erroneous listing, all residents, about 65% of them have been 
wrongly placed in wheelchairs, and usually with chair alarms, therefore keeping the resident’s total 
mobility restricted, which are the direct causes of CMS advocating poor quality of care for the 1.8 
million residents in long-term care. 

Due to the MDS and the impact of placing the Merry Walker under chair prevents rising, 
most of the copycats are no longer producing their version of the product, not because the product 
concept is not valued among CMS staff and nursing home professionals, but because of the listing 
as a chair that prevents rising under the MDS. 

Walking, once it is learned as a baby, becomes an involuntary function for use during one’s 
entire life, which is directed by the cerebellum, located in the lower back of the brain for 
safekeeping. Walking is not forgotten throughout the process of aging, unless the elderly are placed 
in wheelchairs and subsequently taught not to walk due to possible falls, placement in a wheelchair 
with a chair alarm and hy disuse of muscles used for walking. Diseases and aging factors may slow 
down the process of walldng, hut the process of aging does not stop an elderly person from walking. 
Even Alzheimer’s diagnosed elderly do not stop walking, in fact walking increases during the 
disease process, hut they do exhibit gait and balance problems, often confused with walking 
problems, subsequently place those residents in wheelchairs with alarms so they never walk again. 
The nursing homes, but mainly the Centers for Medicare and Medicaid Services are directly 
responsible for causing the elderly not to walk by allowing the use of wheelchairs for op to 65% of 
nursing homes residents, not from disease or the normal aging process. 

The costs of caring for a resident in a long term care facility who has become non-ambulatory is 
in the billions of dollars, due to increased falls and pressure ulcers when the simple solution was 
invented twelve years ago, but due to the fact that the Merry Walker has been considered a 
restraint, and involves long, long paper work for nursing home staff to complete, the Merry Walker 
has became very diflicult, if not impossible for nursing homes to use this device for their residents 
to keep residents ambulatory. MDS is an assessment instrument to measure residents physical, 


2 



60 


mental, and psychosocial status and nursing homes are required to All out long involved 
assessments, presently covering about 400 items for each resident entering a Medicare/Medicaid 
facility in order for the facility to retain its Medicare/Medicaid certification and receive 
reimbursement from the government for the cost of care for their residents. The nursing home 
staff, from owners, directors, directors of nursing, and administration today live in fear of negative 
surveys and subsequent possible citations on deficiencies that might be found, that ultimately might 
threaten the financial existence of the facility. So when Merry Walker appeared in 1995 in the MDS 
under chair prevents rising, since the required paper work was so involved in getting a resident into 
a Merry Walker, the facilities, which saw, by then, the benefits of the device, could not use it for 
fear of deficiency citations. 

In 1995, the Minimum Data Set appeared, to assess ail residents in long-term care in order 
for the facilities to meet the standards of eligibility for Medicare payments. This assessment 
process involves problem identification and the care plan that evolves from this assessment process 
becomes each resident’s unique path toward achieving or maintaining his or her highest practicable 
level of well-being for all nursing home residents throughout the country. It must be pointed out 
that the OBRA Guidelines are called the minimum standards for health care. All facilities must 
meet the minimum standards in order to quality as a Medicare certified facility. 

We recently received thirty citations out of thirty-two citations cited by Leslie Norwalk in an 
email to Barry Pineles on August 1, 2002. The email states from Leslie, 

“ that I also wanted to give you some additional information regarding the number of times that the 
Merry Walker has been cited as a restraint We reviewed ail 57 physical restraints deficiencies 
that had the words “merry walker” in them. After a closer look only 32 deficiencies actually 
included the Merry Walker as the device used as a restraint The other 25 cases had the words 
“merry walker” in the text of the deficiency but it might state something like “physical therapy 
recommended a merry walker be used by the resident...” In at least one case the surveyor 
questioned whether the facility had considered using a Merry Walker ® instead of a wheelchair. So 
on actuality, since 6/1/01 the Merry Walker was cited as an inappropriate restraint in only 32 of a 
possible 6103 physical restraint deficiencies or .05% of the time.” 

In reading through the deficiencies it became quite apparent that all the deficiencies cited 
were due to lack of paper or document compliance. The MDS requires documentation for all care 
given to a resident. In order for a resident to benefit from using the Merry Walker, I counted the 
possibility of the requirement of 32 documents in the residents medical care plan in order for one 
resident to use a Merry Walker. From the citations, I found the following deficiencies due to 
documentation error. It must be noted that I have not been trained in using the MDS, but these 32 
documents were cited as not being part of the residents medical record or not complete therefore 
the facility received a deficiency on using the Merry Walker. They are the following: 

1. MDS standard assessment 

2. Interdisciplinary care plan 

3. Incident report on accident involving falls 

4. Fall risk assessment 

5. RAP sheet for restraints 

6. Must indicate resident using chair prevents rising 

7. Post fail investigation report 

8. Significant change assessment 

9. Systematic process for evaluation and care planning 

10. Pre-restraining assessment 
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11. Restraint assessment to see if resident can open the front gate on demand 

12. Nursing assessment to see if resident is appropriate for Merry Walker 

13. Interdisciplinary team restraint assessment 

14. Physical therapy evaluation for ambulation potential 

15. RAP sheet for behavior 

16. Doctors orders listing specific medical symptoms for restraint 

17. Doctors orders listing specific times Merry Walker is to be used by resident 

18. Family and resident informed about the risks of using restraints 

19. Family or resident consent form allowing the use of restraints and understanding the 
negative effects of restraint use 

20. Explanation of functional declines that might occur with using restraints 

21. Restorative care assessment 

22. Assignment to restorative care schedule 

23. RAl assessment 

24. Updated care plan once Merry Walker is being used by resident 

25. Restraint use form 

26. Continual charting on resident evaluation of restraint use 

27. Plan in medical chart for systematic reductions of restraints 

28. Documentation that restraint was released every two hours 

29. Comprehensive device assessment 

30. assessment to determine that the least restrictive restraint is being used 

31. MDS quarterly assessment 

32. Continuation of updated doctor’s orders for medical symptom 

According the listing of the deficiency citations, ail of these documents must be in place in order 
for a resident to use and benefit from the Merry Walker. If a facility had twenty-five Merry 
Walkers to assist 100 of their residents to walk, the facility would need 800 separate documents in 
place or risk receiving deficiencies for using a product that benefits their residents. Do we dare ask 
how much documentation is required to place a resident in a wheelchair? None! 

What happens to an elderly person once they reach the nursing home level of care? Most 
residents are admitted from hospitals and they receive the care allowed under the Prospective 
Payment System, which allows $1500 for physical therapy and $1500 for occupational and speech 
therapy. Once that money runs out, about 20 days worth of intensive rehabilitation care, the 
resident is then removed from the Medicare bed and released to go home or placed in the long term 
care section of the facility. They will not receive physical, occupational or speech therapy once they 
reach the long term care section of the facility. So now the physical and mental deterioration 
problems start for this resident If the resident is at risk for falls, they are immediately placed in a 
wheelchair. Under Regulation F279, the services that are to be furnished to attain or maintain the 
resident’s highest practicable physical, mental and psychosoeial well-being and required under 
paragraph 483.25, which reads a resident’s abilities in activities of daily living do not diminish 
unless circumstances of the individual’s clinical condition demonstrate that diminution was 
avoidable. This includes the resident’s ability to bathe, dress, and groom, transfer and ambulate. 
Under the Guidelines it states deterioration of a resident’s physical or mental disability while 
receiving care to restore or maintain functional abilities. Under Procedures of 483.25, under 
Guidelines to surveyors, ambulation means how a resident moves between locations in his/her own 
room and adjacent corridor on same floor. “If in wheelchair, self-sufficiency once in chair”. 
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Let’s look at the terminology of, “once in chair”. Once in chair relates that the resident 
needs assistance to get into the wheelchair, and wheelchairs are not at this time considered 
restraints by CMS or the MDS. Once in a wheelchair states that wheelchair use in nursing homes 
is in accordance with the regulations and guidelines. CMS will not release the Merry Walker from 
the restraint category because some residents might need assistance in getting into and out of the 
Merry Walker. Neitter the Guidelines nor the MDS mention the fact that residents might require 
assistance getting into and out of a wheelchair, but yet a wheelchair is not considered a restraint. 
Something is definitely wrong with the inconsistency of the Guidelines and the MDS User’s Manual 
if Merry Walker is considered a restraint if the resident cannot get out of the device by themselves, 
but a wheelchair, which requires more assistance to get into and out of is not considered a restraint. 

The intent of the regulation F310, and Guidelines 483.25 are that the facility must ensure 
that a resident’s abilities in Activities for Daily Living, like ambulation, do not deteriorate unless 
deterioration was avoidable. How can a resident reach his/her highest practicable physical, mental 
and psychosocial well being by being placed in a wheelchair instead of a Merry Walker, when the 
resident is able to walk with the assist of one person? This confirms that it is okay to use a 
wheelchair for a resident in a nursing home, but it is not okay to use a Merry Walker due to 
regulations that it is considered a restraint Under regulations F240, Quality of Life, a facility must 
care for its residents in a manner and in an environment that promotes maintenance or 
enhancement of each resident’s quality of life. Under F241, the facility must promote care for the 
residents in a manner and in an environment that maintains or enhances each resident’s dignity 
and respect in full recognition of his or her individuality. Placing residents in wheel chairs does not 
promote quality of life, quality of care, or ambulation. Congress passed the OBRA Nursing Home 
Regulations in 1987, and the then Health Care Financing Administration wrote the Guidelines for 
Surveyors. The regulations that were passed by Congress are excellent, but the guidelines in the 
area of wheelchair use need to be changed to reflect the negative efiects of wheelchair use in nursing 
homes, along with the use of chair alarms. 

We need to discuss chair alarms as they are part and parcel to wheelchair use and why they 
were probably invented. Since the use of vest restraints, or commonly known as, “Posey’s”, were, 
after 1990, considered restraints, they were no longer being used to keep the elderly in wheelchairs. 
But the nursing homes still wanted and could keep people in wheelchairs, but without the restraint 
vest, the chair alarm was invented and placed on the market The nursing homes regulations do not 
consider psychological restraints, such as chair alarms, as bad, and nursing homes would not be 
cited for their use, so soon every nursing home was using chair alarms instead of Posey belts. The 
chair alarm has the same affect on the end user, it keeps them in place and forbids them from 
standing up and walking when they have been placed in a wheelchair. Chair alarms are not 
considered restraints, because the person can get up from the wheelchair but the 80 decibel sound 
rings out, causing fear, insecurity, loss of dignity, and as a geriatric psychologist, 1 consider them, 
psychological restraints. When Jeanne Nitsch was questioned on this issue a few years ago, she 
stated that CMS had not looked into the issue of chair alarms, but she supposed that it would come 
under a quality of care issue. CMS has not addressed this issue either. 

What does the use of a wheelchair do for a resident in long-term care? According to Dr. 
Brechtelbauer, a Professor of Family Medicine at University of South Dakota School of Medicine 
and Medical Director at Good Samaritan Center, Sioux Falls, South Dakota, in a 1999 study 
completed on wheelchairs called; “Use Among Long-Term Care Elderly”, states that wheelchairs 
are most often thought of as assistive devices to increase mobility. They can also however promote 
excess dependency, causes muscular deconditioning, and be related to falls and injuries. In long- 
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term care settings, were the prevalence of use Is usually well over 50%, the negative effects of 
wheelchairs can be particularily problematic and easily overlooked or not recognized. He further 
states that there are many reasons to use wheelchairs. The traditional reason is to increase 
independent mobility. Does a wheelchair increase independent mobility or does it decrease it, when 
in fact, could the resident walk with the assist of one prior to being placed in a wheelchair? Why 
wasn’t the resident placed in a restorative program so that the resident could reach his/her highest 
practicable level of functioning? Was the least restrictive device used for this resident or was it 
easier just to place the resident in a wheelchair since, up until now, wheelchairs have not ever been 
considered restraints? Merry Walker is less restrictive than a wheelchair, yet the Merry Walker is 
considered a restraint if the resident cannot get out of the device without assistance. If a resident 
needs assistance in getting into and out of a wheelchair, that is not considered a restraint, but if the 
resident is independently mobile, as in walking independently in the Merry Walker, but cannot 
figure out how to get the front gate .open, then the Merry Walker is a restraint This interpretation 
of the regulations is wrong and needs to be changed, immediately. 

There are additional reasons on impact of use of a wheelchair in the long term care setting, 
including, particularily, transport efficiency. Wheelchairs can allow staff members to transport 
frail residents to meals and activities quickly and safely. A restraint is never to be used for staff 
convenience. Is placing a resident in a wheelchair to move residents quickly and safely to activities 
and meals staff convenience? And a guideline deficiency? 

Despite the numerous advantages of using a wheelchair, there are also many documented 
problems. These problems include wheelchair related falls and trips (especially during transfer 
attempts out of the wheelchair); collisions with objects or other persons; and the de facto use as a 
(generally unrecognized restraint). Why hasn’t Health Care Financing Administration and now 
called Centers for Medicare and Medicaid recognized the simple fact? Wheelchairs are restraints! 
And the additional the use of chair alarms attached to the back of wheelchairs and then attached to 
the resident to keep the resident in a seated position, is this concept of assisting the resident to reach 
his/her highest practicable level of functioning? 

He further states in his study that physician and therapist input is often not sought in 
assessing residents for wheelchairs, which results in patients using wheelchairs for invalid reasons. 
Also stated is that given the typical assumption that wheelchairs are used to increase self-mobility, 
it is striking bow infrequently this type of use occurs among residents of the study facility (4% to 
1454). This low frequency of use for self-mobility was also found in the 1995 study by Simmons et 
al, where, using an entirely different methodology, the frequency of use for seif-propulsion is also 
found to be low (4%). 

In another cited study, called; “An Analysis of the Problems of Wheelchairs in Special 
Nursing Homes for the Elderly”, states there are problems of standard type wheelchairs generally 
used in nursing homes. Five points are raised when consideration is given to placing a resident in 
wheelchair. The five points are diseases and aging of the elderly, the decreases in their abilities to 
position themselves, their environments, learning how to use wheelchairs, and most importantly the 
lack of knowledge of the professional staff about the physical problems the elderly face in using 
wheelchairs for their “mobility”. 

There are many physical and mental problems that the elderly face when they are placed in 
a wheelchair. Changes in body systems may include poor circulation, chronic constipation, 
incontinence, weak muscles, weakened bone structure , pressure sores, increased agitation, 
depressed appetite, increased threat of pneumonia, increased urinary infections or premature 
death. Changes in quality of life may include; reduced social contact, withdrawal from 
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surroundings, loss of autonomy, depression, increased problems with sleep patterns, increased 
agitation, or loss of mobility. (“Empowering Caregivers - What Are the Outcomes of Restraint 
Use?”) Are not these same physical and mental problems the same list for elderly being placed in 
restraints? Yes, they are, so why has HCFA and CMS not ever looked that these problems and 
formulated guidelines to list wheelchairs as restraints? Why does it take a geriatric psychologist to 
see this error in the guidelines? Have wheelchairs just been there too long and no one has ever 
looked at them? In a meeting with Steve Peiovitz and others in Baltimore in March, 2002, 1 placed 
myself in a wheelchair, with foot rests. I stated that I was play-acting an eighty-something year old 
woman with severe arthritis in my hands and osteoarthritis in my back, but cognitively intact, and I 
could not lean over to get the footrests out of the way in order for me to stand up. I asked Steve 
how I was to do this and he stated that I was to place my feet on each side of the footrests and get 
up. I did this and pretended to fail slamming the wheelchair back and into the wall behind me. In 
this case the wheelchair was a restraint, but he would not admit that. Later in a conversation with 
Barry Pineles, after our March 4, 2002 meeting, Steve did admit that a wheelchair could be 
considered a restraint, but of course no implementation of this decision was forthwith. The 
guidelines are not consistent. If a resident cannot egress the Merry Walker independently, then the 
Merry Walker is a restraint, but if a resident needs assistance in the egress in a wheelchair, it is not 
considered a restraint. This is considered arbitrary and capricious. 

From a study called; “Of Human Bondage- Alternatives to Restraints; Help Reduce Risk to 
Patients”, the study states that physical restraints damage patients psychologically by causing 
anxiety, agitation, fear, anger, humiliation, confusion, feels of abandonment, and depression. 
Further restraints may contribute to incontinence, urinary retention, urinary tract infections, 
dehydration, and nosocomal infections, muscle wasting, weakness, poor balance and increased falls. 

In a study; “Falls in Nursing Homes;” The questions is asked; “What are the most common 
causes of fails in nursing homes?” The answer is weakness and gait problems are the most common 
causes and they account for 24% of all falls in nursing homes. The study goes on to ask; ‘What can 
be done to prevent falls in nursing homes?” The answer is physical conditioning and /or 
rehabilitation such as exercise to improve strength and endurance, physical therapy, gait training, 
or walking programs. Further the question is asked; “ Are physical restraints helpful in preventing 
falls?” The answer is that restraints can actually contribute to fall-related injuries and deaths. 
Limiting freedom of movement and personal autonomy results in physical deconditioning and 
muscle atrophy than can cause functional decline. 

According to the Guidelines restraints have potential negative outcomes that include 
incontinence, decreased range of motion, and decreased ability to ambulate, symptoms of 
withdrawal, or depression or reduced social contact The use of the Merry Walker does not cause 
any of the above negative outcomes of restraint usage, so therefore Merry Walker is not a restraint 
All of the above listed symptoms force a wheelchair to be considered restraints. According to 
the Guidelines; “physical restraints are defined as any manual method or physical or mechanical 
device, material, or equipment attached to the resident’s body that the individual resident cannot 
remove easily which restricts freedom of movement or normal access to one’s body”. A wheelchair 
is a mechanical device that the resident cannot remove easily and restricts freedom of movement 
The Guidelines further state that; “Discipline is defined as any action taken by the facility for 
the purpose of punishing or penalizing residents”. Once a resident is placed in a wheelchair, the 
resident is being penalized by not allowing the resident to reach his/her highest practicable well- 
being, and once a chair alarm is added to the back of the wheelchair, the resident is being punished 
psychologically and auditorally every time the resident wishes to stand up and walk by a loud 80 
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decibel alarm that sounds off to keep the resident in a seated position. I have been told my 
numerous physical therapists working with the elderly that is takes about three weeks or less, after 
placing a resident in a wheelchair, without daily functional restorative care, and the resident never 
walks again. So the nursing home staff receives a new resident, finds on the MDS resident 
assessment that the resident is unable to walk unassisted and places the resident in a wheelchair. 
When the resident decides to start trying to get up and walk, a chair alarm is placed on the back of 
the resident and attached to the wheelchair and when the resident tries to stand up, the alarm rings 
at 80 decibels and the nursing staff person comes at once and tells the resident to sit down. After 
three weeks, the resident is no longer able to stand np and walk and the facility is not cited for least 
restrictive device and the resident never walks again. If the resident had been placed in the Merry 
Walker the resident would still be walking and not suffering the physical and mental downward 
consequences of restraints use, yet the nursing home is not cited for restraint use in this case. 

The Guidelines also define “Convenience as any action taken by the facility to control resident 
behavior or maintain residents with a lesser amount of effort by the facility and not in the residents’ 
best interest” What best interests are served to the resident by placing the resident in a 
wheelchair? 

In a letter written on September 11, 2001, by Steve Pelovitz, Director of Survey and 
Certification Group, CMS, he states that “CMS instructs that the evaluator focus on the effect of 
the device on the individual resident” The effect that the Merry Walker has on the resident is 
independent ambulation. The effect a wheelchair has on a resident is all the aforementioned 
negative affects that restraints have on residents. 

The Guidelines have caused major decreases in quality of care, and if the wheelchair is 
declared a restraint and the Merry Walker removed from the category of restraints, all kinds of 
positive outcomes would be measured under quality of care. The residents would attain their 
highest practicable physical, mental and psychosocial well being for which Congress intended when 
the OBRA Regulations were passed in 1987. 

Other regulations in OBRA of 1987 would also be followed such as the facility promotes the 
quality of life of each resident the facility ensures dignity of each resident the facility develops and 
implements written policies and procedures that prohibit mistreatment neglect and abuse of 
residents, the facility ensures comprehensive assessment of each resident the facility develops 
comprehensive care plans for each resident that include measurable objectives and time tables to 
meet each resident’s medical, nursing and medical needs, the facility ensures that each resident 
received and the facility provided the necessary care and served to attain or maintain the highest 
practicable physical, mental, and psychosocial well-being in accordance with the comprehensive 
plan of care, the resident’s abilities in activities for daily living do not diminish unless 
circumstances of the individual’s clinical condition demonstrate that diminution was unavoidable, 
the facility has in place and follows procedures to ensure that residents do not develop pressure 
sores unless resident’s clinical condition demonstrates that they were avoidable, the resident who is 
incontinent of bladder receives appropriate treatment and service to prevent urinary tract 
infections and to restore as much normal bladder function as possible, a resident with limited range 
of motion receives appropriate treatment and services to increase range of motion and/ or to 
prevent further decrease in range of motion, each resident maintains acceptable parameters of 
nutritional status, such as body weight and protein levels, unless the resident’s clinical condition 
demonstrates that this is not possible. With the Merry Walker out of the restraint category and the 
wheelchair placed in the restraint category, all this would be possible. 
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In the MDS under Section G, Physical Functioning and Structural Problems, we cite examples 
of set-up help. Since CMS is very concerned about resident transfers, it mentions giving the 
resident a transfer board or locking the brakes on a wheelchair to safe transfer, as assistance given. 
For locomotion, it mentions walking, as giving a resident a walker or a cane, and under wheeling, 
under locomotion, unlocking the brakes on the wheelchair or adjusting foot pedals to facilitate foot 
motion while wheeling. Under HCFA F8S-F87 in a HCFA -672 (10/98) in the second paragraph, it 
states that many facilities routinely provide “set-up” assistance to all residents, such as handing the 
equipment (e.g. sliding board) to the resident If this is a case and is the only assistance required is 
to lock the brakes and adjust the footrests, the MDS counts the resident as independent If the 
resident is seated in a wheelchair, but needs assistance to set the brakes, place the footrests 
correctly, get in and out of a wheelchair with assistance, the wheelchair is not a restraint under the 
MDS. If the resident cannot move a wheelchair without assistance, the wheelchair is still not a 
restraint Merry Walker was placed under “chair prevents rising” because the resident does not 
have freedom of movement when the resident is unable to open and close the front gate. The gate 
was designed to hold securely as a safety measure, not to restrict the resident from free movement 
The resident, being assisted into and out of a wheelchair is more restrictive to the resident than the 
Merry Walker. 

Under F103 of the same regulatory document ambulation with assistance or assistive 
device$...the number of residents who require oversight cueing, physical assistance or who use a 
cane, walker, crutch. Since Merry Walker is considered a walker. Merry Walker does not fit into 
the restraint category, and the wheelchair does. 

Under the 1999 publication of the Kendal Corporation, called “Untie the Elderly”; Legal 
Aspects of Physical restraint Use in Nursing Homes, Part 1”; under bed side rails may qualify as 
restraints, it states that when side rails used on a bed of a completely immobile resident, while not 
necessary, are not considered restraints because that person is not trying to leave the bed. Under 
this definition, when a resident is placed in the Merry Walker and the resident does not want to get 
out of the Merry Walker, then the Merry Walker should not be placed under a restraint category. 
Residents want to walk as walking is a natural human function and we are supposed to walk for 
normal body functions to occur. 

Let’s now look at the negative eHect of wheelchair use for the elderly. Cindy Hake, senior 
policy analyst for the Centers for Medicare and Medicaid Services spoke at the American 
Association of Nurse Assessment Coordinators at their conference in Anaheim, California in 1999. 
She stated that prevention of pressure sores is a big challenge that nursing homes must meet 
Research tells us that most pressure sores are avoidable, most Hake said. In fact CMS database 
reveals that 9.8% of residents in nursing homes have at least one stage two or higher pressure sore. 
That means that on any given day, about 170,000 residents in facilities across the country have a 
pressure sore that could have been avoided, she said. Why do these 17,000 residents have pressure 
ulcers? The answer is because of wheelchair use and poor restorative care. The nursing home staff 
are not following the regulations and the guidelines and are not being encouraged to banish the use 
of wheelchairs. Use of wheelchairs are the main cause of pressure ulcers in nursing home residents. 
Countless dollars are spent yearly on pressure release cushions for wheelchairs. Why, because 
wheelchairs cause pressure ulcers. Make wheelchairs restraints and there will be a major decline in 
pressure ulcers. 

In a study completed by Brienza, et al., under the University of Pennsylvania, 2001, called; 
“The Relationships Between Pressure Ulcer Incidence and Buttock-Seat Cushion Interface Pressure 
in at-Rick Elderly Wheelchair Users.” The results of the study indicate that higher interface 
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pressure measuremeuts are associated with a higher incidence of seating-induced pressure sores. 
The onset of pressure ulcers should never, never be faced by nursing home residents. 

In an article titled; “Decubitus Ulcer Sites in Wheelchair-Bound Individuals; Common 
Locations for the Development of Decubitus Ulcers in Wheelchair-Bound Individuals”; states the 
following. A decubitus ulcer is primarily formed from the pressure and weight of one’s own body 
pressing the skin and other tissues between the person’s bones and a firm surface, such as the seat 

of a wheelchair the most common site for the development of a decubitus ulcer is upon the 

coccyx or buttock when someone sits for extended periods of time with changing their position. 

Decubitus ulcers are not necessary. They are all preventable with proper nutrition and 
mobility. Since Cindy Hake reported that in 1999 there were 170,000 nursing home residents with 
pressure ulcers that cost someone, either Medicare or another medical insurance payer, $1.3 billion 
dollars per year. Pressure ulcers cost, depending on the stage of the sore, from level one, redness to 
the affected area, to level five, which has involved the area to much that the pressure ulcer is down 
to the bone. Pressure ulcers cost op to $40,000 per ulcer to medicate and possibly heal, with many 
never healing. Why do we have the prevalence of pressure ulcers even allowed In hospitals and 
nursing homes? If wheelchairs were considered restraints, the prevalence of pressure ulcers would 
decrease dramatically because the nursing home facility staff would be forced to keep the residents 
up and walking and following the regulations set forth in 1987. In the twelve years since Merry 
Walker was invented, we have never received reports of any incidences of pressure ulcers. We have 
a pressure ulcer upgraded cushion that can be added to a Merry Walker and we never get any 
requests for the upgraded seat No one walking in the Merry Walker gets pressure ulcers, because 
their nutritional intake is high and they are walking. Movement and nutrition are the reasons 
pressure ulcers do not form. If these 170,000 nursing homes residents had received the benefits of a 
Merry Walker, only $88,000,000 would have been spend on their care, and $1.2 billion would be 
saved, along with the pain and suffering endured by the resident 

Residents usually are placed in wheelchairs because the resident has fallen, with or without 
injury. In fact over 50% of residents fall in nursing homes each year, which correlates to the 
amount of residents in wheelchairs, between 50% and 65% in nursing homes. The total cost of fall 
injuries, according to an article called:” The Costs of Fall Injuries Among Older Adults;” states 
that the direct costs of all fall injuries for people over 65 and older in 1994 was $20.2 billion and by 
2020 the cost will be $32.4 billion. In an article called; “Fall Prevention in the Skilled Nursing 
Facility”; states that Rubenstein et al. (2000) found a reduction in a three month fail rate, when 
adjusted for activity level, in chronicaliy-impaired fall prone elderly who participated in exercise 
programs focused on increasing strength, endurance and improving mobility and balance. Further 
studies suggest that reduction of mobility through restraint is more harmful than beneficial and 
should be avoided. 

In another article, titled; “Falls in Nursing Homes”; states that weakness and gait problems are 
the most common causes and further state that physical conditioning and/or rehabilitation such as 
exercise to improve strength and endurance, physical therapy, gait training or walking programs. 

An MDS Quality Indicator Report, for January/ March 2000 

QlOl: Incidence of New Fractures; All the States are listed and when added up 
and divided shows the incidence of new fractures to be on average 1.75 % or 31,500 over three 
months and 378,000 for the year. 

Q102: Prevalence of Falls; All the states are listed when added up and divided 
shows the prevalence of falls to be 15.66% or 28,188 and the total for the year is 338,256. Added 
together the figure is 716,256 and treatment costs for those new fractures - $151.2 billion dollars. 
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The Merry Walker could have prevented most of those falls, If the resident had been placed in the 
Merry Walker prior to the fall. 

What is needed and has been required of uursing homes since the passage of the OBRA 
Regulations in 1987 is for the nursing homes to read the regulations and then follow them and have 
the surveyors adhere to the regulations and cite the facilities who are not in compliance with the 
regulations. CMS needs to changes some of the guidelines to make it completely clear on what the 
regulations are stating and what was meant by the regulation when they were passed. Under the 
regulation F272, Resident Assessment: the facility must conduct initially and periodically a 
comprehensive, accurate, standardized, reproducible assessment of each resident’s functional 
capacity, physical and mental functional status, special treatments and procedures (specialized 
rehabilitation services), rehabilitation potential, which is defined as the ability to improve 
independence in functional status through restorative care programs. Let’s look at rehabilitation 
potential as it exists today in nursing homes. Since Prospective Payment System was put into place 
over three years ago, and a resident moves into the facility from a hospital stay of three days or 
more and is place din a Medicare bed. Physical therapists will receive $1500.00 for caring for that 
resident over the next twenty days, along with occupational and speech therapists sharing another 
$1500.00. After the twenty allowable days, the resident is now moved into the long term care 
section of the facility. Now the resident is recommended for restorative care. If the resident is 
mobile with one assist, the resident is placed in a wheelchair, but is allowed to walk to and from the 
dining room on days when staff is available. Most facilities do have this type of restorative 
program, but it consists on walking a resident back and forth from his/her room to the dining room 
and of course back and forth to the bathroom. This limited exercise program is not enough. Most 
facilities offer wheelchair exercises once or twice a week. All of this is not enough to keep a resident 
ambulatory. 

The definition of rehabilitation is defined as the restoration of an individual to the fullest 
potential consistent with his or her impairment and environmental limitations, has become 
extremely important as the elderly population in the United States has continued to increase in 
numbers. 

There is a term that was developed at Tufts University in Boston called sarcopenia. 

Sarcopenia is simply loss of muscle mass, but can be reversed and slowed significantly by strength 
training exercise. Irwin Rosenberg, states that not only does loss of muscle mass lead to frailty and 
helplessness, it also contributes significantly to life-threatening bone breaks. He further states that 
the weakness that results in imbalance that results in falling is a very important element, along with 
low bone mass, in the high incidence of hip fractures. 

Now we will look at osteoporosis, aging changes in bones. According to the Illustrated Health 
Encyclopedia, bone mass or density is lost, especially in women after menopause. (Our elderly 
women today, which make up most of the population in nursing homes today have never been 
prescribed to take hormone replacement therapy nor supplemental calcium tablets.) Because of 
this their bones have become more brittle and broken easily. Movement slows and may become 
limited. The walking pattern becomes slower and shorter. Walking becomes unsteady and there is 
less arm swinging. Fatigue occurs more readily, and overall energy may be reduced. The bones lose 
calcium and other minerals. Loss of muscle mass reduces strength. Injury risk is greater because of 
falls related to gait changes, instability and loss of balance. Inactive or immobile elderly people do 
experience weakness from lack of exercise. Muscle contractions or inability to move a muscle may 
occur in those unable to move voluntarily or to have their muscles stretched through exercise. 
Exercise is one of the best ways to siow or prevent problems with the muscles. Joints and bones. A 
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moderate exercise program can maintain strength and flexibility. Exercise helps the bones to 
remain strong. 

From the Family Resource Center; “ Strategies for Improving Resident Mobility”, states that 
ca common challenge for residents in nursing homes is immobility, which can result in a variety of 
physical complications and cause feelings of isolation, anxiety and depression. While many people 
assume that immobility I a natural consequence of old age, research studies have shown that the 
elderly have a much greater potential for mobility than previously believed. Several of the physical 
changes associated with the aging process can impair a resident’s ability to move independently. 
Decreased efficiency of the cardiovascular and respiratory systems can lead to movement difficulty 
and weakness. Many elderly individuals have diminished muscle tone, often reflecting the result of 
sedentary lifestyle. Vision and hearing impairments can make navigation around one’s 
environment challenging. There is also a higher prevalence of chronic illnesses, painful condition, 
and medication usage during the later years which can dramatically affect mobility and 
independence. Some of the common age-related causes of impaired movement include arthritis, 
osteoporosis, stroke and Parkinson’s disease. 

The report goes on the say that many elderly enter today’s nursing homes in dire physical 
condition. In 1995 the National Institute on Aging released some revealing statistics about elderly 
beyond age of 75; 40% cannot walk two blacks, 32% cannot climb ten steps, 7% cannot walk 
across a small room, and 50% of older people who fracture hips never walk independently again 
and many die from the complications of hip surgery. As these statistics reveal, residents in nursing 
homes face many serious challenges with mobility that affect their autonomy, control and well 
being. Maintaining mobility has profound effect on the physical and psychological well-being of the 
elderly. (The nursing home, according to the OBRA regulations is to provide services for the 
resident to attain or maintain the resident’s highest practieable physical, mental and psychological 
well-being) Disuse or immobility may result in complication in almost every body organ system, 
which may lead to further disability and illness. Some common effects of immobility include: 

• Increased stress on the heart 

• Orthostatic hypotension 

• Pooling of secretions in the lungs 

• Demineralization and loss of bone 

• Muscle atrophy and weakness 

• Pressure ulcers 

• Sensory deprivation 

• Urinary complications 

• Feelings of helplessness, depression, anxiety 

NASA has been studying the aging process in testing the effects of weightlessness in space. 

They state that gravity is not just a force, it’s also a signal- a signal that tells the body how to act 
For one thing, it tells muscles and bones how strong they must be. The muscles used to fight 
gravity- like those in the calves and spine, which maintain posture— can lose around 20% of their 
mass if yon don’t’ use them. Muscles mass can vanish at a rate as high as 5% a week. Zero -G 
living mimics closely the effects of old age. Like astronauts, the elderly fight gravity less. They’re 
more sedentary, which triggers the loop of muscle atrophy, bone atrophy and lower blood volume. 
So placing a resident in a wheelchair causes 5% of their muscle mass to decrease weekly and since 
they are very weak to begin with, in three weeks a 15% loss becomes very significant, adding to 
further and farther decline in physicai function and soon they never walk again. 
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Dr. William J. Evans, Noll Physiological Research Center and professor of nutrition and 
applied physiology at Pennsylvania State University, started an exercise study with the idea that 
what works well in young people should work well with the elderly. In his study; 

“Muscles: Use Them or Lose them”, states that among all the sophisticated studies, exercise stands 
out as a simple effective prescription that is appropriate for everybody. 

Dr. Evans, in a study cited as; “ Exercise Counter Measures to Age and Microgravity”; states 
that we have demonstrated that resistance exercise results in large increases in muscle size and 
strength even in men and women as old as 100 years old. 

Dr. Evans states in another study that further states that nursing homes are filled with elderly 
people who are institutionalized not because of any disease or cognitive impairment, but because of 
muscle weakness. Wheelchair use has made a significant contribution to this ambulation 
impairment 

In another study by Robert Mazzeo, professor of exercise physiology at the University of 
Colorado, “Making Muscle a thing of the Present”; be states that the major health risks for the frail 
elderly are immobility, falls and fractures, which are all related to muscle weakness. Strength 
training and balance exercises can help older adults build muscle strength and improve function so 
they can safely walk and do other aerobic activities. Numerous studies demonstrate that resistance 
exercises can help frail elderly people in their eighties and nineties improve their strength to the 
point where many regain the ability to walk and perform other tasks without assistance. 

Joseph A. Buckwalter, MD eL al. completed a study called; “ Loss of Conditioning and 
Mobility”; states that weakness, stiffness and pain after physical activity and chronic fatigue and 
among the most common complaints of middle-aged and older individuals and are leading causes of 
progressive loss of mobility. These eomplaints should not be dismissed as the inevitable 
consequences of aging, but should lead to a careful evaluation and development of a treatment plan. 
He further states that for most elderly persons, a regular exercise program that increases aerobic 
capacity, flexibility, and strength is the intervention with the greatest potential for improving 
mobility, as well as increasing endurance and strength and helping maintain bone mass. Aerobic 
exercise for people who have been sedentary may include a walking program. The MDS does not 
address this issue as completely and thoroughly as it should. 

There are so many studies on this subject that I could go on and on citing them, but the main 
point that is made from all the studies cited is that elderly lose muscle strength either through 
disease manifestations or just plain physical deterioration. Nursing homes are mandated to assess 
for mobility through their varying professional modalities, but after the assessment is completed, 
the resident ends up in a wheelchair for staff convenience or more importantly, ends up in a 
wheelchair due to the fact the CMS does not realize the important of exercise and ambulation and 
has never declared that a wheelchair is a restraint Once that is done, and all the evidence points to 
the fact that wheelchairs are restraints, if the resident cannot set the brakes and get up and out of 
the wheelchair independently, the results will show that the staff of the facilities will be forced to 
follow the federal regulations to not only follow the minimum standards, but also actually cause 
improvements to the quality of care outcomes for all the residents of nursing homes. Allowing the 
residents to walk safely and restraint free in the Merry Walker or other devices will immediately 
increase quality outcomes in nursing homes. The CMS Guidelines need to be revised to reflect new 
measures and new devices that have been developed to improve the quality of life in nursing home 
residents. As many medical product developers are watching and listening today to this hearing, 
the future of quality care in long term care is at stake. They have been asking themselves for years 
why should we develop new products, if the federal government is not going to allow them to be 
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used for the purpose intended? I should not have had to spend a year and a half doing research on 
this subject and fighting with CMS to let a device such as the Merry Walker be freed from the 
restraint category. CMS should have taken measures a year a half ago when the subject was raised 
and completed their own research on the subject of elderly rehabilitation and come to the same 
conclusion as so many other have done. The nursing homes in this country should be a place to live 
out one’s years with dignity instead of being restrained to a bed or a wheelchair with an alarm and 
the Centers for Medicare and Medicaid have done their best to make the United States one of the 
worst countries in the world for quality long term care for our elderly. 

Since our 1.8 million elderly living in nursing homes today in this country have been placed in 
the facility due to deteriorating health status either from the onset of an Alzheimer’s or related 
dementia or from frequent fails in the home or general physical weakness, who is the professional 
staff member that is completing the MDS Section G, Physical Functioning and Structural 
Problems? Since the Prospective Payment System removed most physical and occupational 
therapist from the long term care sections of the nursing homes three years ago, who is now 
professionally qualified to measure and assess the residents for: 

• ADL Self Performance 

• Bed Mobility 

• Walk in Room 

• Walking Corridor 

• Locomotion Off Unit 

• Dressing 

• Eating 

• Toilet Use 

• Personal Hygiene 

• Bathing 

• Test for Balance 

• Functional Limitations in Range of Motion 

• Modes of Locomotion 

• Modes of Transfer 

• Task Segmentation 

• ADL Functional Rehabilitation Potential 

• Change in ADL Function 

What professional staff person in the facility is making these life ehoices for the resident? 
Nursing? Has nursing been trained in physical therapy, occupational therapy and speech therapy 
to assess the residents correctly or is staff just filling in paper work? How is the lack of qualified 
professional staff making these judgments affecting the physical, mental and psychosocial of the 1.8 
million residents of long term care? It must be mentioned that most nurses retained in nursing 
homes today may or may not have the training that should be required in rehabilitation prior to 
accepting their present position. Since NURSING SHORTAGE is a great topic today and being 
blamed for everything wrong in nursing homes today, maybe, just maybe, we should look into 
restoring occupational and physical therapy, along with speech therapy, who alone can address 
communication and eating skills, back into the long term care sections of nursing homes to 
complete the Physical Functioning and Structural Problems section of the MDS. If there is such a 
nursing shortage today, and the nurses who are in the facilities working their hardest, is it possible 
that nurses do not have the time to complete the MDS as it was intended? Is it just possible that 
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this section is not been completed correctly due to the shortage of nurses? And who is suffering 
from this? The 1.8 million elderly living in our nursing homes today are the ones that are losing out 
with this system. 

Dr. Mary Tinnetti, Professor of Internal Medicine, Yale University School of Medicine, has 
completed many studies on falls in the elderly, fall prevention methods and has been widely 
published. She is one of the best known researchers in the geriatric and internal medicine fields 
today and has criticized the disease oriented approach to assessment of mobility problems. Tinetti 
prefers a performance -oriented approach, asserting that failing is an entity in its own right, most 
commonly due to the accumulated effect of multiple chronic disabilities, and that it may be 
preventable if the causative factors are recognized in individual patients. Tinetti developed a 
Performance-Oriented Assessment of Mobility that assesses for gait and balance in 1986. There are 
also many other assessments that can be used in conjunction with the POAM, such as the 
Functional Balance Test, Balance Self-Perceptions Test, Dynamic Gait Index, Three-Minute Walk 
Test, and Fall Risk assessment Since these tests are not used as part of the MDS, and should be, to 
give the therapist an accurate assessment of exactly the measures of the resident performance. 
Therefore these assessments of gait and balance will give the nursing home staff a natural step by 
step procedure to place the resident in obtainable and measurable goals and objectives of the 
resident care plan if the resident requires restorative care in order for the resident to reach the 
highest potential in physical, mental and psychosocial well-being, according to the regulations. Why 
hasn’t the Center for Medicare and Medicaid Services incorporated study tested materials and 
devices into their system? The present test for balance in the MDS does not test the resident 
thoroughly enough, nor does it take into account any residents with severe cognition diagnoses that 
walking is an involuntary function, but testing in this matter may not reveal the true ability to 
ambulate. The present evaluation does not allow the assessment results to allow concrete decisions 
on future goals and objectives for the resident in the resident care plan. Therefore since the balance 
test does not thoroughly measure the resident’s status completely, restorative care cannot be 
measured and then placed in the resident’s care plan in this area due to the weakness of the 
measuring instrument and the staff qualifications for measuring these areas. How can a resident be 
expected to reach his/her highest physical potential when the initial assessment is not measuring for 
this? 

Can residents in long term care gain benefits from rehabilitation and subsequent removal from 
wheelchairs? There are many, many medical studies that have focused their research on this very 
topic. 

1. In the Journal of the American Medical Association, a study was cited titled; 
“Physical Activity and Mortality in Postmenopausal Women,” found in the 
conclusion of their study that these results demonstrate a graded, inverse 
association between physical activity and all-cause mortality in postmenopausal 
women. These finding strengthen the confidence that population 
recommendations to engage in regular physical exercise are applicable to 
postmenopausal women. 

2. In Merck’s Manual of Diagnosis and Therapy states that exercise (range of 
motion, isometric, isotonic, isokinetic, postural, strengthening) maintain healthy 
cartilage and range of motion and develops stress-absorbing tendons and 
muscles. Daily stretching exercises are of utmost importance. Immobilization 
for relatively short periods can accelerate and worsen the clinical course. Arrest 
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and occasionally reversal of hip and knee OA can occur using weil-planned 
exercise as therapy. 

3. “Combating the Effects of Immobility”, McNeill and Schanne, state that nursing 
measures that mobilize patients and promote their independence in activities for 
daily living can prevent muscular deconditioning and skin complication. Many 
of these interventions, such as leg exercises, benefit several systems at the same 
time. For example weight bearing on longitudinal bones not only helps to 
dpromote musculoskeletal and cardiovascular tine, but also combats the loss of 
calcium and phosphorous from bone. They further state that patients admitted 
to hospitals, intermediate and long term care facilities need astute nursing 
assessments and early interventions to prevent permanent disabilities and 
potential life-threatening complications that can result from bed rest and 
immobility. Nurses need to initiate consistent interventions to prevent 
psychological and physical deconditioning, progressive dependence and 
deterioration and possible death. We can do this by keeping our patients 
moving. 

4. From the Centers of Disease Control and Prevention, an article on Older Adults 
states the benefits of physical activity: 

• Helps maintain the ability to live independently and reduces the risk of 
falling and fracturing bones. 

• Reduces the risk of dying from coronary heart disease and developing 
high blood pressure, colon cancer and diabetes. 

• Can help reduce blood pressure in some people with hypertension. 

• Helps people with chronic, disabling conditions improve tbeir stamina 
and muscle strength. 

• Reduces symptoms of anxiety and depression and fosters improvements 
in mood and feelings of well-being. 

• Help maintain healthy bones, muscles and joints. 

• Helps control Joint swelling and pain associated with arthritis 

5. “Effect of Multidemensional Exercises on Balance, Mobility, and Fall Risk in 
Community-Dwelling Older Adults”; Shumway-Cook, Gruber, Baldwin, Liao, 
found that our results show that a multifaceted exercise program improves 
balance and mobility function in community dwelling older adults with a history 
of falls. In addition, adherence to a structured exercise program reduces the 
risk for falls among older adults. 

6. “Exercise for the Elderly;” Elif Erim, MD, states that the Surgeon Generals’ 
Office, the National Institutes of Health, the Center for Disease Control and the 
American College of Sports Medicine all agree that sedentary people who wish 
to become more physically active need only 30 minutes of moderately intensive 
physical activity during the course of a day to stay active and remain active. 

7. “Exercise Parameters for the Elderly”; Beth Lyndon-Griflith, School of 
Occupation therapy and Physical therapy. University of Puget Sound, Tacoma, 
Washington, states that in conclusion of the stndy she found exercise can be the 
key that allows elderly people to be able to lead independent and productive 
lives. For those who are less independent, exercise can enable them to slow 
down physical deterioration or maintain a more consistent state of performance. 
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Exercising elderly need to be assessed and made aware of their physiologic 
limitation and need to be taught the warning signs of overexertion. Depending 
on their individual goals, most elderly people should be able to achieve a higher 
level of fitness which should allow them to maintain and enjoy increased 
function abilities. 

8. “Comparison of Past Versus Recent Physical Activity in the Prevention of 
Premature Death and Coronary Artery Disease”; American Heart Journal, 
states tin the conclusion in their study that the reduction in overall mortality 
rates is more associated with recent activity that distant activity. These results 
suggest that for sedentary patients, it may never be too late to begin exercising. 

9. “Effects of Exercise on Falls in Elderly Patients, A Preplanned Meta-Analysis of 
the FTCSIT Trials. Frailty and Injuries: Cooperative Studies of Intervention 
Techniques”; JAMA. Objective; to determine if short-term exercises reduces 
falls and fall-related injuries in the elderly. Conclusion: Treatments, including 
exercise for elderly adults reduce the risk of falls. 

10. The Real Age Diet, Michael F, Roizen, MD states in his book, that it’s never to 
late to start. My favorite success stories involve two studies of retired citizens. 
Visualize a nursing home with people in wheelchairs and walkers. Then 
visualize these same people being able to abandon their wheelchairs. It’s almost 
a miracle cure at the hand of a faith healing preacher. But this study was done 
by scientists, and results happened not in one person but in half of all the 
residents who were dependent on wheelchairs in a nursing home. It happened 
because they started to do resistance exercises. Pretty amazing, but that’s what 
happened. In the first study (the average age was eighty-three), more than half 
of the nursing home residents who were in wheelchairs were able to become 
more functional and independent after just sixteen weeks of strength training 
exercises. 

11. “Relation of Rehabilitation Intervention to Functional Outcome in Acute and 
Subacute Settings;” Alien W. Heinemann, PhD, Northwestern University. One 
interesting idea that emerged from this study is that the extent of functional 
improvement is greatest when therapeutic goals and activities are only slightly 
greater that the current level of patient function, barriers to rehabilitation are 
minimal and comorbidity is absent 

12. “The Changing Approach to Falls in the Elderly”; by Kenneth K. Steinweg, 
MD, states that the annual incidence of falls is approximately 30 per cent in 
persons over the age of 65 years. The risk of falls is greater in older persons, 

with the annual incidence increasing to 50 per cent in those over age 80 Most 

falls in the elderly are caused by complex interaction of intrinsic and extrinsic 
factors. A thorough history is essential to identifying the intrinsic and extrinsic 
factors involved. Approximately one half of the falls in the elderly can be 
attributed to accidents and extrinsic factors such as slippery floors, and the 
remainder from intrinsic causes such as lower extremity weakness, gait 
disorders, effects of medications or acute illness. Extrinsic and intrinsic factors 
that are identified may be amenable to one of three management approaches: 
treating acute or reversible deficits, reducing the cumulative burdens of deficits, 
or suing adaptive devices for reversible effects. A careful and focused evaluation 


17 



75 


can identify factors that can be corrected or therapeutic interventions that will 
lesson the risk of a subsequent fall. 

In summary, this presentation has proven many facts and realities that must be presently faced 
by Centers for Medicare and Medicaid to improve the care of 1.8 million elderly who depend on 
this agency for the quality of care regulated by Congress in 1987; which, twelve years after 
enactment is in great need of quality improvement I have shown that the regulations need to be 
enforced. The guidelines need to be clarified to follow the intent of the regulations, that of 
improving quality of care for the nations 1.8 million American elderly who depend on CMS to 
ensure quality of care. Basically, the MDS needs to change its policy and remove the Merry Walker 
and any description thereof, as a chair that prevents rising, under restraints, and the guidelines for 
wheelchair use need to be altered to consider wheelchairs for what they are...restraints. In essence 
wheelchairs hurt the elderly by notallowing restorative care to occur, increasing falls in nursing 
homes to over 50%, and pressure ulcer involvement showing major increases and creating more 
dependent nursing home residents than prior to the enactment of the regulations and subsequent 
guidelines. We have shown that exercise is good, that the Merry Walker provides that necessary 
exercise, and wheelchairs are bad because up to 1 million elderly people are using them in nursing 
homes which are not receiving deficiencies. Wheelchairs cause unnecessary deterioration for the 
elderly and by using them cost billions of extra dollars in unnecessary expenses. In conclusion, 
allow Merry Walker to be removed from the restraint category and place wheelchairs where they 
rightfully need to be, under chair that prevent rising, as that is what they provide for the resident. 
The Centers for Medicare and Medicaid need to realize that new information on the underlying 
causes of and risk factors for diseases and disabilities are helping researchers develop intervention 
to delay onset, slow progression and reduce the severity of disease and disability. New products are 
and have been developed to address the issues of age onset diseases and disabilities. Centers for 
Medicare and Medicaid need to educate the policy writers of the innovative developments and not 
randomly forbid use of these products without complete knowledge of the product, which without 
the negative regard from CMS might actuaiiy assist the population they were designed to serve. 
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ASPEHegulatory Refonn Initiative - Show Commratt 


Page 1 of 2 



sQ aga (rJuiiMn SsTSlsaa 


:3nti:t( HfiiV.'?: iS'i?: 'trk.titiih' riUfiSCriljr 


Name: Sharon Llnet 


Organization; Ashlar of Newtown 


How user 
interacts 
with the 
healthcare 
system: 


description 
of involved 
regulation: 

F221 Restraints 

statement 

of 

problem: 

WnWa I complately agree that people should not be restrained, the burden of 
over-ir^erpretation of this regulation is a probiem. For example, coding a 

Merry Walker as a restraint is ridiculous. A Merry Walker allows a person to 
walk freely who otherwise would require supervision and standby assist in the 
MOS 2.0 Question and Answers document of 9/13/02, it sttfes that this device 
could restrict someone from entering areas with stairs, transferring to another 
chair, etc. A person who needs this mucti supervision shouldn't be able to 
enter areas with stairs and should be supervised with transferslli In 
addition, the Q & A document also says to code a Merry Walker as an ambulation 
device How can something that assists ambulation also be a restraint! The 
fact is that problems with gait, balance and (ix'opnoception are a fact of life 
with an elderly population. With these problems come the problem of HIGH fall 
risk. The restraint regs. are so overinterpreted it makes providing safe 
ambulation very difFicult The fact is that w^ile staff could be walking these 
people, they are burried in documentation proving that they are NOT 
restraining. The definition of a restraint should bo that It is a device used 
to prevent a person from purposeful movement, tf puposeful movement is not 
prevented then there Is no restraint. I have a lady in the end stages of 
dementia who needs a Gsri Chair with the fray up to keep her from sliding out 
of the chair to the floor. Just because she CAN slide doesn’t mean that she 
wants to or that she should be sliding to the floor. She couldn't get up and 
walk if her life deperxled on it. She moves her arms and logs about in 
non-purposeful movements. This chair is not a restraint. It keeps her sitting 
up in an anatomically correct positimi which facilitates eating etc. We are 
coding it as a resfraint because of the definition. The RAP note explains that 
the c^air is for positioning. My concern is now with the Nursing Home Compare 
website. VW have a debilitated population. Many of our people rec^ire 
positioning devices to keep than in anatomically correct positions. Ws ccxSe 
them as restraints, Our facility looks HORRIBLE in the restraint category. An 
uneducated consumer looks at that and they don’t see the rap notes. I think 
this is very mfair to Nursing Homes. 


RaiftuJafc! 

RefettiLH' 


hEp://www.regrefonn.hhs.gov/Searcb/showcomment.asp?Xid=238 


8/5/02 
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ASPE Regulatory Reform Initiative - Show Comment 


Page 2 of 2 


potential 

solutions: 

Change the definition of restraint. A device that prevents purposeful 
movement. 

ways 

solutions 

maintain 

the 

original 
intent of 
regulation: 

Wftien purposeful movement Is prevented it is a restraint and the orgininal 
intent was to stop LTC providers 1h)m t^ng up the elderly for convenience. 

This still holds true. If you are preventing purposeful movement then you are 
restraining. If these devices are used for positioning and are not aansiderad 
restraints then the burden is reduced because there would be 1 . less devices 
coded as restraints 2. less documention needed. 

general 

comments: 



Return to Comment S election 


rwwa TACp subscribe moeWng info comurwnts Hnks 

HH'S AccessibiWty SUi'ftnwnc FCHA InfnrmatSon Privacy Nwlce 
dlrocr your questivam di><l compiejits to the Wabrnaiter, 


http://www,regreform.hhs.gov/Search/showcomment.asp?Xid=238 


8/5/02 
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MartorCare Health Services 
744 Regal Rd 
iinclntui, CA 92024 
(760) 944-0331 
(760) 6.14-1337 FAX 




*** Confidentiality Notice *** 

Tbo 4oaiments accompanying this tciecc^ tranffitii^on nuy coac&in coitHdentuU information, belonging 
M the sender. This iafomuiuon is intend^ only for the use of the individual or entity named above. The 
authorized reotpient of this information is prohi^ted from disclosing this information to any other pany 
and is required to de^roy the information after its stated need has been fulfiUed 

If you are not the intended reapieat. you are hereby noUfled that any disclosure, copying, distribitdon or 
action taken in reliance on tlie contents of Chen documeuts is sthctly prohibited. If you have roceived this 
telecopy in error, please notify the sender immediately to arrange for return of these tfocumcots. 


944 Regftl Road. Encmitas, CA 92024, Phone 760-944-0331, PAX 760-634-1337 
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NDU 08 2001 23! 49 FR 


TG 13156733399 P.Q2 


Nov. 8, 2001 


To Whom it may concern: 

This letter is in regard to the usage of “mcrrywafkers” in our skilled nursing racillty 
in Kneiuitas California. Our faclllt}’ has an unit that is specialized for the care of 
residents with Aizhemiers and or Dementia. This unit currently has 10 residents 
that utilize the ''merrywalker” daily. 

The benefits of using the “mcrrywalker” are many. The residents that maintain 
their ability to walk by holding onto the front bar and being able to .sit for rest 
periods at will while in the “merrywalker” have better muscle tone In their legs 
which helps promote proper circulation. Their leg edema Is often reduced by the 
fact that they are ambulating. The fact that they are able to ambulate at will also 
lowers their risk for pressure sore.s. Currently none of the residents whi> use the 
“■‘merrywalker’* have any alteration In their skin integrity. 

The residents who use the '“merrywalkers’* are able to move about their unit mostly 
independently. They are able to socialize with one another freely. They are able to 
walk themselves to the activities. The walkers help them maintain their 
independence. 

The defuiitions under section F of the mds requires that the *‘merrywalker” be 
coded as a chair that prevents rising. We are coding it as such and also coding it as 
a walker under the physical functioning section G-5 (modes of locomotion). 


A.9 a facility with an specialized Azlhemlers tioit we see the benellts of using these 
walkers when appropriate. 



TOTAL PAGE. 02 
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■ HEAUTHCARE 


September 6, 2001 


Mary Harroun 
Merry Walker Corporation 
1 1 475 Commercial Dr 
Richmond, IL 60071 

Dear- Ms, Harroun; 

As per our conversation yes we have had occurrences of citationfortheuse' of Merry Walkers 
in our facilities. The problem appears that the states interpret the use of this device as one that 
of a "chair that prevents rising." We have always considered this type of device as an enabler, 
assisting the resident with their mobility and independence 

• If the resident can open the front gate of the device, it does not meet the definition of 
"Physical Restraint" in that it does not restrict freedom of movement, or access to ones 
body, and can easily be removed, 

• It is considered an enabler or justified restraint if the end user is unable to open and close 
the front gate. The RAP process is then used to describe the nature of the condition, 
factors that need consideration, and complications and risk factors. 


Best regards. 


John Ferguson 
Clinical Specialist 

Professional Services, Beverly Healthcare 


One Thousand Beverly Way 

Fon Smith, AR 72919 

(501) 201-2000 • 1-877-8REVERL.Y 
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THR BVAN0S1.!CAI BUTHEHAN 

Good 
Samaritan 
Society 

In Cfjrtji’i Z,oM, Buiryant li S<ini«on*. 


August 31, 2001 
Mary Harroun 

% Merry Walker Corporation 
1 1475 Commercial, Suite #9 
Richmond, IL 600071 

Dear Mary': 

I am writing this letter as a follow-up to our phone conversation regarding merry 
walkers. In the MDS Coordinator workshops, which we teach at our corporate 
office, we stress that when coding the MDS they should always go by what Is in 
the Resident Assessment Instrument (RAI) manual. According to the RAI 
manual, merry walker are considered a chair that prevents rising, so this is how 
we tell our staff In our facilities to code merry walkers. Although I agree with 
you that merry walkers do not prevent a resident from rising. It is our 
responsibility to carry out what CMS or HCFA requires. 

If you have further questions, please contact me at (605) 362-3279. 


Sincerely, 



Kris Ponto, RNC 
Nurse Consultant 



4800 WMt S7th StfMt 
PO Box 603B 

SiOM FflHs. SD S7117-603S 


805-363-3100 phone 
605-383-3347 iox 
www.goocJ-Mfii.oom 
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QWIMONS' 

|>RESTON 

* SI AbilftyOne 


S.iinrTians freston 6,30 225 1 300 

An AbilityOne Corripany 630 226 1 388 Fax 

<1 SanuT^on^ Cotirr wwwsafrimonspreston.coni 

Bt>Hn9bf(X)k, IL 60440'488n 


October 9, 2001 


Mary M. Han'oun, MS, LNHA 
President 

Merry' Walker Corporation _ 
11475 Commercial Dr. 
Richmond, IL 60071 


Dear Ms. Harroun, 

We have been made aware that the HCFA guidelines classify the Merry Walker as a 
restraint device. We would like to register our disagreement with tills position. As a 
company that sells tlie Meiry Walker, we do not advertise or promote this product as a 
restraint device, but rather we market it as a mobility product. 

The Merry Walker is a great aid for people with limited independent ambulatory 
capability in assisting them reach their highest level of independence and functionality. 
Please pass along our request to HCFA that the determination, which qualifies these 
products as a restraint device, be changed. 


Sincerely, 



Paul Bartu 

Group Product Miuiager 
Sammons Preston 
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October 10, 2001 


Secretary Tommy G- Thompson 
Department of Health and Human Services 
200 Independence Avenue, SW 
Washington, DC 20201 

Dear Secretary Thompson: 

I am writing in regards to the Merry WalkerO, as mentioned in the Minimum Data Set 
(MDS2.0) for Nursing Home Providers as described in the questions and answers section 
on the Centers for Medicare & Medicaid website. 


As a professional with over twenty years experience in the field of aging, my 
understanding is that the Merry Walker® is a walker/chair combination that may be 
helpful with individual.s with dementia. It is also my understanding that it is not a chair 
that prevents rising. 

Thanlc you very much. 


Sincerely, 


Frait llankin 

Associate Director. Education Setvices 
Alzheimer's Association 
4709 GolfRd., Suite 1015 
Skokie, IL 60076 
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The Nursing Service Group. Inc. 


P. O. Sox 32 

Sarrington, IWnoti SOOIt 
Teiephono (847] 382-J429 Fox (847) 382-1441 


September 17, 2001 


Merry Walker Corporation 
11475 Commercial Drive 
Richmond, Illinois 60071 

Re: Merry Walker Products 

Dear Ms. Harroun: 

Thank you so very much for developing wonderful products to assist residents to 
maintain their respect, dignity and ambulation ability. Ambulation is such an important 
activity to prevent medical complications. These medical complications not only 
increase unnecessary and outrageous Medicare and Medicaid costs but pain and 
suffering to these dependent and frail residents. 

It has come to my attention, the use of the Merry Walkers are often not used due 
to the nursing tool. Minimum Data Set, for long-term care facilities. As long term care 
nurse and educator, Board Certified in Gerontology and over seventeen years of 
experience, it is my professional opinion the Merry Walker products maintain resident 
independence, quality of life and reduce these unnecessary medical complications. The 
lack of use of the Merry Walker as an essential assistive mobility device results in many 
residents becoming incontinent, developing costly and painful pressure sores, limb 
contractures, constipation and other medical problems due to being allowed by the 
nursing staff to sit in a wheelchair or lay in bed for hours on and. With the Merry Walker, 
a resident can maintain ambulation independence, obtain exercise and sodal interaction 
as well as reduction in the unnecessary medical complications. 

If you have further questions, I look forward to speaking with you. Again, thank 
you for developing and marketing such an important and necessary medical products. 

Sincerely, 


d^orah C. Karas, RN, BC, MS 
President 
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North Carolina Department of Human Resources 
Division of Mental Health, Developmental Disabilities 
and Substance Abuse Services 

Broughton Hospital 

South Sffrhni' Srrt'ct • Mortfartf'm. North f'!;iroiIm 
Area Code 704/433-2111 
Courier 06- 1 3-2 1 

Janies B. Hum, Jr., Governor MF. Halijr 

C. Robin Brin, Sr., SKteaty DircetJr 

July 12, 1993 


Mary Harroun 

Merry Walker Corporation 
1357 NortNnoor Court 
Northbrook, IL 60062 

Dear Mary: 

My usual apologies for the delay in getting the results of the Merry Walker 
Study to you but at long last they are enclosed. As you can see, I have enclosed 
the approval from the Human Research and Development Committee, the Research 
Protocol, the results, and a discussion of the results. If one takes a quick look 
at the results, one might be somewhat disappointed l.a., the number of falls and the 
number of restraints and the number of PRN medications is not that dramatically 
different. However, 1f one looks at the ambulatory outcome, that 1s the number of 
people that came 1n nonambulatory and managed to progress to an ambulatory status, 
one sees that ten persons went from nonambulatory to ambulatory status that had the 
use of the Merry Walker whereas only one patient without the use of the Merry Walker 
became Mibulatory. 

t think these ambulatory statistics speak for themselves and more than justify 
the cost and use of the Merry Walker in terms of keeping people ambulatory and 
preventing the usual complications that come from loss of mobility. Please give me 
a call if you have any questions about these results. I will be in touch with you, 
and I am working with the hospital now to buy the four Merry Walkers which wa used 
In the study. My sincere thanks to you for your help with this. 

Sincerely, 

Bob Ratcliffe, HO 


wb 


Enclosures 
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FOURTH EDITION 1999 - 2001 

GERIATTIICS 

Review 

Syllabus 

A Core Curriculum in Geriatric Medicine 

BOOK 1 ■ SYLLABUS 
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EDITORS 



An^rican Geriatrics Society 
New York, New York 
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Table 24e — ^The Roles and Sites of Intcrveaelon by the Rehabltitadcn Team 

DisdpUne 

Primary Focus 

Tasks 

Physlui dvenpitt 

Impairment, functional Hmicstion 

Svduauon ot joint nngc oi motion 

Exetciae Uamins to increase range of motion, atrength. endurance, and 
eoofdanadon 

Bvahiadon mobility and need for mobility aids 

Treaoneni with physical modalities (heat, cold, ultrasound, niassagc 
eteetrical ctimuktion) * 

Oceupitksnal therapist 

Functional limitation, diaabiUty, 
handicap 

Evaluation and training In self-care activities and activities of daily living 
Evaluatksn and training in eognitivc activities of independent living sUils 
(handling money, safety in the kitchen) 

Evahtation of home safety 

Speech dtcrapiic 

Impairment, disability 

Evaluadon and cnining in all aspects of communication 

Thetai^ for swailou^og ^sorders 

Nurnng penonnei 

Dueaae-tO'handtcap condnuum 

Eacilifttion of iodependetKC with activities of daily hving 

Education of patioic and hunity 

Social worfcer 

Handicap 

Evaluation, dispowtion, and Ualson wHh tiic community 

CouRsetiiqr 

Dictidan 

Impairment 

Assessment of nutritional tctnu and adjustment of diet to maximise 
nuoitian 

Bccreadonal thenpist 

Disability, luiM^eap 

AsMtance with maintaining loeta! roles 


scHbing a device because medical or surgical treatment 
for Individuai diseases and impairments may be more 
effective or may enloance the usefulness of these devices. 

Mobility Aids 

Canes typically 8 i 4 )port XS% to 20% of the body weighL 
The tips, huuli«, mateiiab, and lengths of canes vary. As 
the numbet of tips increases, die degree of support also 
increases, but the cane becomes heavier and more awk- 
ward to, use. The cane tip is Btted with a 5 cm diameter 
rubber tip with a concentric ring to prevent slipping. The 
handle the canc may be curved or have a pistol grip; 
the pistol grip offers more support but is less aesthetically 
pleasing to some people. Canes can be made of a variety 
of materials, but most are made of wood or light-weight 
aluminum. The length of the cane is imporont for sa- 
biUty.’Some canes arc ad)usubte, but wooden canes must 
be cut to sixe. One of three methods may be used to 
evaluate the proper cane length: measurihg the distance 
from the distal wrist crease to the ground when the 
piricnt is standing erect, measuring the distance from the 
greater ttodhanter to the ground, or mcasurmg the dis- 
unce between the ground 15 cm in front of and to the 
side of the dp of the shoe and the elbow flexed at 30 
deuces. The first method is preferred. 

Crutches can support full body weight but arc sel- 
dom used with older persons, Problems widi crutches 


include the large amount of arm strength required, the 
ridt of brachial plexus injury, and the necessity to use an 
unnatural gait pattern. 

A walker it prescribed when a cane does not offer 
sufficient stability. A walker can completdy support one 
lower extremity but cannot support full body weight. 
Walker types include pick-up and wheeled walkers (Fig- 
ure 8). The pick-up walker is lifted and moved forward 
by the patient, who then advances before lifting the 
walker again; the result is a slow, staggering gait. It 
requires strength to repeatedly pick up the walker and 
cognitive ability to icarn the necessary coordination. A 
wheeled wflker allows for a smoother, coordinated, and 
faster gait and takes advantage of ovcrlearned gait pat- 
terns. It is more likely to be correctly used by persons 
with cognitive impairment. The most commonly used 
type is die two-wheeled walker, which brakes automati- 
cally with increased downward pressure. Four-w^ieclcd 
walkers arc tardy used because they are leas stable and 
more difficult to control, although thcy'arc occasionally 
useful for persons with Parkinson’s tTucasc. Three- 
wheeled walkers may offer some advari^ges In ease of 
^ .turning but arc not yet in common use. The Merry' 
/ Walker* Ambulation Device has a scat and bars all the 




u way arpund. It ts die same size as a whedchair and is best 
1 reserved for chose with severe balance problems. It is also 
\ useful for severely demented patients. 
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Figure 8 — ^Thc linglc-point cane, quad canc, hemhvaikcr, atatlooary walker, and Merry Walker* Ambulation Device. 




(a,) canes 

assist with balance by 
providiag additional 
sensory input and 
wideniog the base of 
suppexrt. Canes al«> 
can reduce lower- 
extremity weight 
bearing by transfer 
weight bearing 
through the upper 
extremity. Light- 
weight' metal canes 
cut be' adjusted for 
ptn^per iKlght. Dse of 
a nxbb'ertip on the 
prevents slipping. 


(h) The quad cane provides 
an increased base of support 
for added stability. Small-based 
and wide-based varieties arc 
available. Quad canes are 
adjusablc in height, and the 
orientation of die mbbcf-dp 
prongs is also adjustable for 
use in either the right or left 
hand. 




{t) The henuwalker is 
useful for persons with 
oniy one funcdonal upper 
extremity (eg, wach 
uppcr-citrcmity 
hemiplegia following 
stroke), like a walker, U . 
provides a wide, four- 
point base of support 
with greater stability than ' 
a quad cane, like a cane, 
however, it i$ earily used 
^th one hand. 


(d) The stationary, 
or ptek-up, walker, 
offers four-point, 
wide-based support 
and like asilary 
crutches can allow 
for non-weight* 
bearing movement. 

The ptek-up walker 
must be and 
advanced with each 
step or two. It 
requires strength, 
coordination, and 
die cognldve 

capacity to learn its proper use. Wheded uiUken: may be 
useful for padents who have dUBari^ widi Ufbag and 
coordixudng the use of the scandal walker (eg, Pukixuon’t 
disease padents). Wheeled walkers are generally less stable, 
however. 



(e) The Merry Walker* Ambulation Device is foldable 
and conics in several sizes. It is lijhtwd^t and sturdy, 
resting on four whed outers. It it detuned to provide 
additional safety and support while continuing to foster 
independence and freedom of mo>%ment. It is wdl 
suited for persons with severe impalnttentt in balance 
and coition. 
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va MKDICAL cknter 
Edith Nourtc Rogtri VttcmnK MsmoHil HospitRi 

200 Spring* Haud 
Bedford, MA 01730 


• February U, 2002 ♦ inRv'tiiyRuiwTo: 518/!82B 

Mary i-iarroun, M.S., N.H.A. 

Merty Waiker Corporalion 
9804 Main Street 
P.O. Box 9 
Hebron, IL 60034 

Dear Mary, 

Thank you for bringing to my attention the clafisificatlon of Merry Walker as a “chair that 
prevems rising” in the MDS manual. This classification is completely wrong imd is resulting in 
great disservice to individuals that could benefit from using Merry Walker. 

In our long experience with Merry Walker, which we use extensively for maintaining ambulation 
in individuals with advanced Alzheimer's disease. Merry Walker not only does not prevent 
rising, it actually promotes and stimulate it. Patients are stimulated to walk when they are using 
Merry Walker and use the seat only when dicy get tired. The belt is preventing them from falling 
to the ground but does not restrict in any way their mobility. Actually, any wheel chair is much 
more preventing rising than Merry Walker, especially i f the foot supports are used. 

We have found that the use of Merry Walker increased ambulation and engagement with the 
environment and decreased daytime napping. Merrv Walker also improved patient’s mood and 
prevented patient’s falls. 

I hope that you will be successful in getting the MDS manual amended. Caregivers should bo 
encouraged to use Merry Walker and not discouraged by a senseless statement, 

With best regards. 

Yours sincerely 

Ladislav VoUccr, M.D., Pb.D. 

Professor of Pharmacology and Psychiatry, 

Boston University School of Medicine, 

Clinical Director, GRJECC. 



94 



DEPARTMENT OF VETERANS AFFAIRS 
Edith Notjrie Rogers 
Memorial Veterans Hospital 
200 Springs Road 
Bedford MA. 01730 


!n Rep}> GRECC/I82B 
April 24, 1997 


Mary Haroun 

Merry Walker Corporation 
9804 Main Street 
Hebron, IL 60034 


Dear Mary, 


I am forwarding for your review a copy of the newspaper article, and more importantly 
photograph, which appeared in the Boston Herald, March 16, 1997. Although the caption is less than 
adequate, the photo depicts one of the eight subjects involved with the Merry Walker research project 
here at the Bedford VAMC. 

As I review the multitude of data which we have collected, in hopes that it will soon be 
thoroughly analyzed, I am struck by the overwhelming sense of success this project has enjoyed. This 
sePsSe has been rellecled not only by my observations, but also, by the many family members and 
patients who experienced the walkers In action. When the walkers arc taken out during visiting hours 
tliere is typically a sense of skepticism — “That’s an interesting contraption.” 'Plus quickly turns to 
outright amazement — “Isn’t that marvelous! I’ve never seen Joe walk.” 

As you know as a government employee I am unable to endorse any commercial product. I must 
however express my appreciation to you for helping to support this research. I am contldenl that my 
patients and tlicir families would likewise extend their thanks for the opportunity to enhance the quality 
of life on the Dementia Special Care Units. 


Sincerely, 


Scott A. Trudeau, OTRA., 
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TREATMENT: A patient works with an Alzheimer chair at Vetararw 
Administration Hospital in Bedford. Key findings are changing methods of 
treating and preventing Alzheimer’s Disease, stai(ph«o!nrM»t<Gaiiir*8i 
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5 

CHAPTER 


Scott A. Trudeau 


Prevention of Physical Impairment 
in Persons with Advanced 
Alzheimer's Disease 


One of ihc hallmarkb; of Alzheimer's disease is progressive physical de- 
cline. This decline is manifested in both decreased ability to perform ac- 
tivities of daily living and deterioration of neuromotor function. The de- 
generation of motor function maybe caused by rigidity, decreased strength 
and endurance, impaired sensory awareness, or apraxia, singularly or in 
any combination. In spite of the often profound limitations of motor per- 
formance ,anft functional ability in persons with Alzheimer's disease, little 
atieniioii is paid to their need (or rehabilitative care. This lack of atten- 
lion frequently is written off as obvious in light of a pervasive belief that 
persons wiili advanced Alzheimer's disease do not possess any rehabilita- 
tive potential. Buy, are physical deformity and immobility inevitable con- 
sequences of tills disease process? This chapter reviews the issue,s of im- 
paired functional pcrforinancc and decreased mobility and ouiliiies some 
possible strategies to intervene to improve quality of life. 

□ Background 

Functional Decline and Staging in Alzheimer's Disease 

Functional deicrioraiion as a result of Alzheimer's disease is well estab- 
lished in tile literature (Corcy-Bloorn et al.. 1995: Geldniacher & 
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vvhiii.'lunisf. 1996; Rcisberg, Ferris, 6- Franssen, 1985; Volicer, Hurley, &■ 
,via honey, 1 995), Furthermore, there are those who argue that functional 
decline occurs irredictahly, in the reverse order of normal development, 
jviaiiy of the scales developed to track stages of Alzheimer's disease rely 
on this as a basic assumption {Cohen-Mansfield et at., !996), Reisberg ei 
ai, have done much of the work in this area, seeking to define the process 
of deterioration in functional terms. 

in their earlier work, Reisberg, Ferris. DeLeon, and Crook (1982) de- 
veloi*c’d the Global Deterioration Scale, Tiiis scale was later incorporated 
irrto the more comprehensive Functional Assessment Staging Tool (FAST; 
Reisberg ct al,, 1985), For purposes of this discussion the FAST tool is 
iiigfiiightcd; the reader needs .fo keep in mind that the stages identified 
were defined initially in the Global Dcieriaiion Scale, In other words, the 
seven stages of the Global Deteriation Scale were expanded into seven 
stages with nine substages in the FAST, for a total of 16 possible levels. 
The FAST ranges from 1 (no impairment) to 7f (toss of consciousness), 
The following is a summary of the functional status at each of Reisberg's 
FAST stages: 

1, No impairment 

2. Difficulties finding words 
.V. Jrttpaired job performance 

4. Assistance required with complex tasks (finances etc.) 

5. Assistance required selecting proper clothing 
6a. Assistance required donning clothing 

6b. Assistance required with bathing 
6c. Assistance required with toileting 
6d. Urinary incontinence 
6e. Fecal incontinence 

7a. Spcecli decrease to approximately a half dozen intelligible words 

7b, Speech decrease to one intelligible word 

7c, biability to ambulate 

7(1. Inability to sit up 

7c. Inability to smile 

7f. Loss of consciousness 

Nolen (1 988) provides statistical support for Reisberg's notion that ac- 
tivity of daily living functions are lost in reverse order of the develop- 
mental acquisition of these skills in children. In more recent work, Cohen- 
Mansfieid, Werner, and Reisberg (1995) explored these principles of 
liinciional decline within a general nursing-home population. This work 
.sought to lurther investigate the order in which these functions are lost, 
and to (Oi relciie this to losses in cognition. This work correlates with pre- 
vious lindings that there is a definitive order in which activity of daily 
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living abilities are lost. Understanding the magnitude and sequence of 
this decline in functional ability is necessary to guide professional inter- 
ventions: however, it appears to over simplify the issues one deals with 
clinically. 

Clinically, there is a need to consider the unique circumstances of cacli 
person with Alzheimer's disease. Most individuals do not fit neatly into 
scales such as the FAST. In working with an individual with advanced 
Alzheimer's disease, it may be easier to perceive his or her status in terms 
of a given level, but this may give too much power to the disease process 
and blind the clinician to opportunities for intervention. Clinicians may 
reach a point at which all functional decline is attributed to the disease 
progression, rendering them helpless and hopeless to intervene. 

A more general conceptual framework, of function may be indicated in 
persons with advanced Alzheimer's disease, Leidy (1994) rnaintains that 
functional status is a multidimensional concept lacking a uniform defini- 
tion. She proposes that functional status encompasses an individual's ability 
to perform the necessary activities to fulfill the demands of one's usual 
routine. Thus, there is a significant contextual component to functional 
status. Functional status is further defined in her framework by an inter- 
play between functional performance (what one docs) and functional 
capacity (one's maximum potential). 

No matter how function is t.onceptiialized in persons with advanced 
Alzheimer's disease, the losses and changes that occur arc profound and 
warrant closer scrutiny. It is essential to understand some of the neiiro- 
pathological changes that may occur as the disease progresses. 


Neuromotor Deterioration 

Souren, Franssen, and Reisberg (1997) look more specifically at func- 
tional loss in terms of neuromotor changes in persons with Alzheimer's 
disease. These authors describe paraioma, an involuntary rigidity resiwnsc 
to passive movement. Paraionic rigidity, also called geqeythalien, is difft-i - 
eiitiated rrc)m Parkinsoniart rigidity by the absence of cogwheel effect and 
inconsistency throughout the arc of passive movement. This rigidity may 
recede suddenly only to resume moments later. Paratonia continues m 
iiurease in severity throughout tlie progression of Alzheimer's disease 
and may result in generally flexed posture, labile balance, and falls As 
lltose involuntary changes occur, it is imperative for caregivers to adapi 
intervcniiems and tfie environment to compensate for the effecis ol 
this tigidily. .Souren ei al, speculate that paratonia may be a signilicaui 
conliibutor lo ihe development of contractures in late stages •>! 
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^IzliL'iniei '-s (tisease, hfCiUis^' lo^^ til balaiicf and frequciii falls often 
];,a(J tn inniK)l)ilHy. 

Iin|iaii nu'nis in mohiliiy lri.H|iienily oa iira.s a part of the asking process. 
Decreaseil visual and ,ni(iitt)ry acuity, limited eiKlurancc and sirenj)iii, 
3 , 1(1 ( hantjcs m coordiiuii ion and flexibility have all been assoc iated with 
••iKirmal" a;.;in}! In nddilion to iho obvious nenromuscular inllut-'iKe.s that 
iiiay limit moiiiliiy, issues ol disuse must also be considered. Disuse can 
result in the debilitating cllccts of inactivity including a generalized state 
ol physical dccondiiioning ioi ihe eider (Boitoinley, 199'!). 

latsses of nniscle mass, strength, and flexihiliiy all have been linked to 
inactivity, 11 has been e.siiniaied iliat full bed rest may result in as ntuch as 
a 3% dccica.se iii sirengih pci day (Payton fr Polarid. 1983). The issue ol 
inactivity is especially i.uiignani for the individual with advanced 
Aizheimer's disease. As noted previously, functional and behavioral 
changes that occur as |.>a.n of the disease process may predi.sposc indi- 
viduals with advanced Alzheimer's disease to profoundly limited activity 
levefs. Consequently, persons with Alzheimer's disease endure the double 
jeopardy of falls and immobility (Alexander ct al., 1995). 

Morris, Rubin, Morris, and Mandel (1987) suggest that impaired 
ambulation and potential for falls may increase the rale of institutional- 
ization three-fold for persons vvith Alzheimer's disease as compared with 
cognitively intact ciders. Institutionalization clearly complicates mailers 
for the person with Alzheimer's disease. Carlson. Fleming, Smith, and 
If-vans (1995) dc.scribe the phenonu-'iion of excess disability, which is the 
diflerence between funciional pcrfonnance and functional capacity, There- 
fore, behavioral and functionai problems that are disproportionate to the 
level of cognitive iinpairmeni may be attributable to iatrogenic effects of 
the institutional setting (Post fir Whitehouse, 1995). 

Satin (1994) labels these iatrogenic factors "health care-produced dis- 
abilities." He warns that intervention, however well intended, may be 
more disruptive than helpful to an elderly person. Some common 
iatragenic effects of healilKarc for persons with Alzheimer's disease may 
include loss of autonomy; depression; dependence in activities of daily 
living; decreased self image; compromised dignity; inactivity, which can 
lead to muscle atrophy; and altered awareness caused by medications (Post 
fir Whitehouse, 1995; Satin, 1994). 

All of these risk [actors are magnified further for individuals with ad- 
vanced Alzheimer's disease in long-term care settings if physical restraints 
are used. Posi and Whitehouse (1995) reflect this sentiment, outlining 
the hazards of restraint use including strangulation, immobility, and physi- 
cal decondiiioning. Although restraints often are employed to enhance 
safety, there is limited evidence supjxirting this rationale. 
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T!ic body of Utfnuuve exploring the effects of resirainr.-rcduction pro- 
grams with i!ie cideiiy has grown since the Omnibus Budget Reconcilia- 
tion Ac t (1987). Theset regulations were implemented in October of 1990. 
Part of their mandate specrifically addresses that nursing-home residents 
have the right to be free of physical or chemical restraints, other than 
those retiuired to treat "medical symptoms" (Department of Heaith and 
Human Services, 1989). 

Kvans and Strurnpf in 1989 attempted a comprehensive review of the 
Uierauire on physical restraint of the elderly and found that most cita- 
tions centered around auto-safety devices, restraint use in psychiatry, and 
laboratory animal-immobilization techniques. These researchers estimated 
a prevalence of restraint ranging from 25% to 85% in nursing homes. 

Tinetii, Liu, Marrotoli, and Ginter (1991) describe physical (mechani- 
cal) restraints as devices applied to impede or limit movement. These 
authors studied 1 2 nursing homes, caring for 1756 residents over the age 
of 60 years. Of this sample a full 66% experienced physical restraint over 
the course of the 1 -year study. Unsteadiness or risk for falls and disrup- 
tive liehaviors were cited as the most common explanations for restraint. 

In a related project, Tinetti, Liu, and Ginter (1992) explored the impact 
of mechanical restraints on fall-related injuries, These authors report no de- 
crease in falls or serious injury among residents receiving restraints as com- 
pared with nonrestrained residents. They speculate that changes in strength 
and balance as a result of immobility may have contributed to this finding. 

Neufeld and Dunbar (1997) report that in the 7 years since the imple- 
mentation of the Nursing Home Reform Act, the prevalence of restrajnt 
use in nursing homes has decreased from 40% to 19%, In a series of 
articles, tlucse authors and colleagues describe a multistate interveiuimi 
and education strategy targeted at direct-care and administrative I 
term care personnel. They implemented a multidisciplinary education 
session (2 days), foilnwed by quarterly on-site consultation. Their leant 
consisted of a nurse, [thysician. (,>ccupational therapist, and physitniisi. 
The honitts studied exjiericnccd a 90% decline in restraint use, front 4 1 ""I, 
to 4%. They strongly advocate the multidisciplinary nature of developing 
resttaiut aliernaiives, especially the use of occupational and (thysical iheoi- 
pists to assess mobility, prevent falls, and promote proper positioning 
(Colten, Neufeld, Dunbar, I’flu, tr Brener, 1996; Neufeld &■ Dunbar, 199 7. 
Neufeld. l.ibovv. f-'olcy. h White, 1995). 

Similarly, in liu'ii' review article, Tvans and Strurnpl (1989) advneaH 
rehabilitative iberapies as integral in the establishment of aliernaio e'' i" 
restraint. Alienialive environnienial adaptations, such as redesigning Im ‘ 
nilure oi inlrurhu'ing .i))[)r(>priaie assistive devices, also arc juev'aU ni ni 
this lileraiure. 

Addressing the riuillipic losses and chailengin;; behavioral issues iltai 
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ihe i!Hiivi<l\ial with Al/hciiiuT's discnst' may pifsimc can be an awesmne 
i.isk In spile <il ilu' lac'! lhai Alziu'iintfr's disease is irreversible, ii is ini- 
puriant to i<'( ()t;ni/,e opiionuniiies for iniervemion tiiar may impact the 
iiulividual positively. One of il'ie most obvious areas for intcrveniion, yet 
iilicn (iveiiookeii, is tlic enviionmcnt supporiin.i’ the individual with 
Al/hcinicr's disease, 

Kieiiifii ( 1982) ilescribes the environmeni as 'the hidden modality" in 
lijiln i.>f the impact it may play in the care of older adults Lawton (1983) 
acknowledges the implicit and explicit demands ilie environment places 
on an individual to function. Skolaski-Pcllitteri (1983) and Corcoran and 
Ciilin ( ! 99 I ) address more specifically the role the ciivironincni can (ilay 
in dcnieniia care. Two critical areas that the environment can influence 
siynifii anily arc safety of the individual with Alzheimer's disease, and 
prnmoiinn of maximal function. 

Q Intervention Strategies 

Because ilie scope of the neuroinotor changes in question is so broad and 
often variable, so must the programs be to treat them. The single most 
important requirement of any intervention is that it must be individual- 
ized to meet the needs of the .specific person in question. Unfortunately, 
there is no quick-fix approach to this issue. Furilier, in order to ensure 
the best outcome, an interdisciplinary approach in treating functional and 
mobility kisses is a requliement of any intervention. TJiis approach must 
include and respect the expertise of rehabilitative staff (occupational or 
physical therapy), nursing, physicians, pharmacists, and so forth. 

Interdisciplinary approaches can be achieved best through the collabo- 
rative inception and development of an idea. There are currently many 
intervention strategics being tested at a veteran's tiospital in the ttorth- 
castern United States, to address the functional and mobility needs of 
dcmcniia .special care unit residents. As further definition of the precise 
iieuropathological losses involved in Alzheimer’s disease occurs, this rep- 
ertoire is subjeei to change and expansion. 

Pritir to initiation of any intervention strategy, comprehensive and com- 
plete assessment must he performed. This patient assessment is best ac- 
complished tiiroiigh an interdisciplinary team process lliat extrac ts rnul- 
ti[ik' perspectives on the root cause of the immobility and funeiional 
decline. Once ilie a.ssessmcnt determines that itiere is a need for inter- 
vention, careful discussion as to the best strategy for the individual is key, 

Inlerveni ion strategies can be as simple as encouraging nursing staff to 
as.sis! the individual with aml'nilalion as much as possible throughout the 
day. if more specific rehabilitative needs are present, the person is likely 
to (it into one ol the following categories: 
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• Acute change in ambulatory status (less than I month): This is often the ic- 
suit of intercurreni infection and immobility from short-term bed rest, 
orthopedic injury, or an acute cerebrovascular accident. In these cases 
rehabilitative potcruial is generally relatively good, 

• Long-standing immobility: This may be the result of prolonged bed rest oi 
confinement in a chair. Kehabilitative potential is greatly influenced 
by the individual's motivation and mental status, 

In considering the rehabilitative potential of an individual, it is impera- 
tive that one consider the implieit and explicit influences from the envi- 
ronment. The success of any intervention is correlated directly with nurs- 
ing-staff investment. Thus, interdisciplinary collaboration and 
communication arc again essential. 

The following is a case example of a patient who represents the first 
category, acute-onset immobility; 

Mr. G is an 81 -year-old, married White male who is newly admitted lo a 
dementia special care unit from home, where he resided with his wife. 
Within 14 days following his admission, significant functional decline is 
ohscivi-d and noted. He no longer ambulates, and both of his lower ex- 
tremities arc cx(>ericticii\g significain edema. He transfers froni bed in chair 
with moderate to maxiiua! assistance from caregivers. He is placed in a 
large geriatric chair in a reclined position to elevate his edemaiotis legs. He 
is becoming increasingly agitated and vehcinemly complains of being con- 
fined in the chair. I'here is an increase in pharmacologic interventions to 
control this agitation. 

Discussions with the ntrrse practitioner and the physician reveal no sig- 
nificant precautions; thus, a fairly aggressive rehabilitation plan commences. 
This inckrtles daily occnpahonal ilicrapy to increase endurance aitti inde- 
pendence with self-care activities and rtnirrove functional nirtbilriy. Inher- 
cm in this plan is the imgrring education of nursing staff as ir,r .Mraiegies irr 
llelp Mr, G rnaximixe iris irrdcpendence. After ? weeks Of this truerveruirtrt. 

Mr. G is able to assisi vvirlr rnrrsr (tf bis morning care tasks inclitcirng walk- 
ing nr the ballrroorn with nririiirral assistance and standing at ihe rrrrrt'm ro 
shave indcpcnilemlY. Alilroitgii lie has showrr significant improvcrnein, 
his walking cndoiaiice is still compromised, and his sense of I'ciiig con- 
ftned ill a chair is .i siunn- of great fnisiration for Mr. G. 

At this lime it becomes clear that Mr. G is a candidate for assisiivc tie- 
vices. Inn whiclr? Here siatl iniiialcs two strategies. First, in a collaborative 
cflon physical therapy aiirl occupationai therapy fit Mr. G ui a [u-isonal 
wfieelcluiir. Tire ch.iii is tnn-il so ibai ii is low hi lire groumi vviili a sligiii 
aiuerior angle lo ilu- sr.ii in l.uiliiate Mr. G's .ifiility lo self-pi(>|Htl llu cluiii 
wjih Ills Iccl. He readilv .mepts lliis device iiiid quickly is inaiiciivcmiy 
.liioiu llie ciivironnu'iii. 

Second. Mr. C; is iiiliiHliu.cd lo Ibe iMciry Walker (Merry Walker Loip - 
Richmond, ! Aj, wliitii allows Itiin opporuinitics lo stand and walk vvilliotii 
direci assislance fiom si,iH 
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llu' I'liM' t'l Ml, (i dearly |)resfids ilu' riuidiiy and coniplexily ol ihe 
asi-essmeiu .uul iiiU'i veniion priK'c>.scs. Two of ilic iniervemions descrilied 
prc'-ioiislv riic nou'wotihy iiiu1 are describeii fonhef — first, the physical 
and oa iip.iiioiuil therapy toUaburaiion and intervention (or liiiinp wheel 
(liaiis, Ai this VAMC: setting, the physical therapy area is lar removed 
Pont the denu-mia spetial rare I'.nii, Fur many demented j.iatienis the 
siiess ol le.iving liu: unit, and tile .safety risks that may be involved, in the 
past prohiliiied them ifoni accessing services. To rectify this, a specialized 
wheekluiir clinic lias iieeii established on the dementia special care unit. 
l•Ulihcr, lids lias [novided the opportunity for direct collalioraiion be- 
tween |ihvsic;al and occopational therapies. 

Second, the Merry Walker is a stjeel-constnicted walker on four wheels 
This walker iiu hidcs a built-in seat behind the individual that enhances 
salciy liy liiiiiiing lolls. This assistive device was esseiuiai in the case ol 
. 1 allow him continued mobility in an upright position. The walker 
also compensated for his decreased endurance, allowing him to saieiy 
walk wilh modified independence, and he quickly learned to sit down il 
fatigued. 

This case also reflects intervention strategies related to other areas of 
pliysical loss for Mr. G, specifically self-care deficits. It would have been 
easy to aiiiibute his inability to perform activities of .self-care as merely 
an inevitable consequence of his advanced Al'/.heimer's disease, f.lowever. 
upon careful consideration of this case, it became clear tiiai these func- 
iional losses were more acute in nature, and thus rehabilitaiive potential 
was apparent. 

Occuitaiional tfierapy interventions focused on familiar activities of daily 
living, as a means to both increase physical mobility and endurance and 
restore fonctiortal independence. Tfiis patient was able to reclaim abilities 
to assist with dressing and grooming tasks, much to the surprise of direct- 
care staff. 


□ Walking and Quality of Life 

The need ior persons with Alzheimer's disease to retain some sense of 
purposeful activity may !>e evidenced in the frequently described persis- 
tent wandering of some patients. Whether anxiety-driven or not, the need 
to move seems to be retained late into the disease. The deeply iiigraitied 
naiure ul walking is consistent wilh the HA .ST scoring of loss of ambulation 
aliilil y into 1 he Iasi rpiarter (12th out of I 6 items) of tfie scale ( Rctsberg et 
al , 19831, i.awton, (Pevoe. and I’armelec ( (995), Tcri and Logsdon (1991 i, 
and Albcri ci al ( I 996) laid the groundwork for consideration ot ilic ciin- 
sci|iiciKCS ol seemingly insignificant daily activities on qiialiiy ol lilc. In 
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[act, within the context of the profound losses experienced in Alzheimer’s 
disease, it may be a misnomer to label any activity "insignificant." 

One study in a general nursing-home population attempted to mea- 
sure the effect of a walking program on general physical condition and 
quality of life. Tliese researchers provided 12 weeks of an individualized 
walking program at a resident-selected pace. They found that the frail 
elderly involved were able to adhere to the rigors of the program and 
significantly increase ihcir walking endurance capacity, without any ad- 
verse ‘effects (e.g., falls or cardiovascular incidents) being reported. Al- 
though these results do not directly reflect quality of life, they suppon 
the notion that even chronically ill, frail elders can tolerate and benefit 
from increased ambulation (MacRae et al., 1996) 

Friedman and Tappen introduced Alzheimer's disease patients to a 
"planned walking" intervention in 1991. This pilot study investigated the 
effect that walking had on the communication skills of demented indi- 
viduals. Thirty subjects (15 in each group) participated in this study at 
two long-term care sites, Half the subjects received the walking interven- 
tion with conversation for 30 minutes three times per week for 1 0 weeks. 
The second group received a conversation-only intervention tor the same 
amount of time for 10 weeks. The results supported the hypothesis that 
walking could improve communication performance for persons with 
Alzheimer's disease. 

In a recent study (Trudeau, Volicer, & Biddle, 1998) the impact that 
enhancing ambulation status has on quality of life of persons with ad- 
vanced Alzheimer’s disease was explored. This study intervened using 
the Merry Walker with persons with Alzheimer's disease who required 
assistance walking. Although the sample size was small (n = 6), ihe find- 
ings were quite promising. 

The study used a cross-over design with 2-week intervals, such tliat 
subjects served as their own controls. The results of the data analysis 
included significant improvement of observed mood and environmental en- 
gaigemeni, increased walking, increased interaction with others, decreased 
daytime sleeping, and decreased agitation as a result of using the walker 
during the observation period (Trudeau et al., 1998). 

LZl Conclusion 

The inherent need for ftersons with Alzheimer's disease to continue u' 
move is a powerful liu'ce. In conjunction with this, it is apparent tliai 
meaning associated with walking and nuibiUty is dee[> rooted. Tiierc are 
many academic sclinlars who may argue that individuals in the moderate 
to late stages <sf Alzheimer's disease could not possibly learn to use or 
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benelit froni as.si.slive cicvices siicli os custom wlieelciiairs or Merry Walk- 
ers. Fiirilu'r, there is ofien a presumption made that persons with 
AlzhcMiTu-r's disease do mu po.ssess any rehabilitative poieniial, anti ihu.s 
rehabiliiai've services ofien are inadequately available. There i.s strong 
research and clinical anecdotal evidence to contradici these beliefs. Noi 
only can (terson.s wiih ad valued Alzheimer's disease benefit from sucli 
inicrventions, their qvialiiy of life depends on them. 
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PrcvonliDi) (!( I’hysu .il liii; ..iini-iii with Advaiucd Alxheimer's Discmhi' IV) 

bfiiclil iron) assistive devia-s siicit as ctisloni wlieelcitairs or Merry Waik- 
r•llr!lu•l, iht'i'f ts olu'ii a prosit mplion made tliat jn’isons with 
Al/lteii’tr'r's tlist'.tsi' do not imssoss any rehabilitative poieiuial, and tlitis 
rehabiliiaiive scrvjtes ttflen arc inadci|iiatoly available. Tliere is .siron.i; 
icscarrh aiuf dinnal aiieidoial evidence to contradict these beliefs, Not 
only cun petsons with advanced Al/.lieinier's disease bcntelii Iroin sueli 
interventions, their quality of life depends on them. 


Q Referencc.s 


AUhti, S. M., HcJ ('.OMilhf-CnstaiitvUi. C'.. S<ino. M.. J.icobs. D. M.. Mardrr, K,. K . 
Byism.i. 1-. Lnnecho. (i . lir^intlf. J . Alhert. M.. & Slern. V. (1996>. Qu^ility tif Hic rn 
ptMicnls wiih Abheimer's ;<s reiSorted by patient proxies. Journal of the Ainonaui 

(u‘ri<in/c< Society. 44. i J«i2- 1 347. 

Alexander. N. 13.. Mollo. .J. M.. Oiurdani. 0.. Ashion-MlUer, J. A., Schuli?:. A. B.. Cfunavvali. 
J- A., rosier. N- h. (199^). Mainieiiance of baJance. gait patterns, and obsiatie dear 
ance in Al/beiiner'.s disease. Neurology. 45, 903-914. 

BoJtoniley. J. M. (!9y4) Principles and practice of geriatric rehabilitation, In D. C. Satin 
(Hd.), Tits dinkol care of ihe a^ed person {pp. 230-280). New York: Oxford University 
Press. 

Carlson. I). L,. Fleniinf,. K. C.. .Smith. G. C.. 0 Evans, J, E. (19^5). Management of demon- 
tia-telaled beiiavloral di.sturhances: A nonpharmacologic approach. Mayo Oiriics h’o- 
t'H'dingx. 70, M08 - ! i l -j. 

Cohen, C,. Neufeld, R,, Dunbar. J., Piliig, L.. fr Hreuer. 0. (1996). Old problem, different 
approach: Aliernaiivcs in phy.sirat tesirainis. Journal of Ceroniahiiic Nursiiuj. JJ. 23-3 1 

C'.ohen-MansfieUI, J.. Reisherg, p.. Bunnema. .1.. Berg, 1,., Dastour, D. P., Pfeifer. R. h 
Cohen. G- D. (1996), Staging methods (or the assessriietu of dememia: Perspectives, 
Journal of Clifiityil l*sychiafiy. 57(5), 190-198. 

Cohen-Mansiield, .J., Werner, p.. 0 Rcisberg, B. (1995). Temporal order o( cognitive and 
funciionat loss in a nursing iiome population. Journal of (he Ameriain Geriairk Society, 
4.1 974 97S. 

Corcorsin, M., fr Gillin, L. N. (1991 ). Environmental influences on behavior of the elderly 
wiih dementia: Principles for intervention in the home. Fhysical and Occupahonal rhernpv 


in Geriatrics. 9. 5-22. 

Corey-Bloom, h. Thai L. J.. Galasktj D.. Folsiein. M., Drachman. D,. Raskind. M,. &• Lanska, 
5). J. { 1 995). Diagnosis and evaluation of dementia. Neurology, 45. 21 1 -2 18 , 
Oeparunem of lloaUIi and Unman Services. (1989). Medicate and Medicaid: Requirement 
for skilled nursing facilities. Federal lic^^istcr. 54, 5363. 

Evans, L. K.. b Sirumpf. N, h. ( 1 989). Tying down the elderly. A review of the liieratuve oii 
physical re.siratni. Journal of the American Geriatric Society, 37. 65-74 
Friedman, R . S Tappen. R. M- (!991).Tlie effect of planned walking on cominunicahon tn 
AWhrimer's disease. Jourmil of the American Gerialrk Society. 39, 650-654 
Gcktniai her D. .S . h Whiiotiu.isr, P. .1. ( I 996). Evalu.iiion of rir-memifl. Nfw lorn- 


nal of Mi'dkine. 1 15 , 330-3 36 . 

Kicrn,ri, .1, M. (I9.n2) rh'iviioouicm: The liiUden modaliiy. Phyuent (md Oaupalmwt !h,,apv 

Law!™! l-.nvu-onnu-.u .inrl oihrr ilclcnninanls o! well hem.; in oWei iicnile 

CaootolociiS!. I 349-557. 



Ill 


TESTIMONY OF EDWARD L. PROBST, M.D. 
PRACTICING DERMATOLOGIC PHYSICIAN 
FROM COLUMBUS, INDIANA 


TO THE 

COMMITTEE ON SMALL BUSINESS 


HEARING ON 

CLINICAL LABORATORY IMPROVEMENT ACT OF 1988 


OCTOBER 3, 2002 
WASHINGTON, D.C. 



112 


Mr. Chairman and members of the Committee on Small Business, 

Thank you for the opportunity to share with the Committee concern about the effects of CLIA on 
small medical practices. 

Is CLIA necessary for the small office setting? Are their requirements helpful to the patients in 
the small office setting? Is the additional cost and time justified? 

Have our patients been better served since CLIA? 

CLIA has increased the cost and increased the time required for filling out the application and 
the certificate for the inspection. It also causes burdensome and unnecessary recordings, 
unnecessary meetings and added cost of formally typing and reporting on the unnecessary 
meetings. 

Care of patients is compromised by having to have one eye on satisfying the bureaucratic 
requirements instead of having both eyes fully on the patients. This is not in the patients best 
interest. 

There is loss of time with patients. All of these CLIA requirements detract from the time 
available. Since there is only so much time, this has to come from patient care and this actually 
decreases the quality of patient’s care. 

They have also decreased physician and staff time for patient care and interaction. 

There is definitely less physician, nurse staff and patient satisfaction because of the burdens of 
these requirements. 


CLIA has adversely affected our practice. 

The goal of our medical practice is to provide the best, most efficient and cost effective care to 
the citizens in our area. 

We perform few laboratory services, but the ones we perform are best performed by a physician 
and at the time of service, so the patient can be diagnosed and treatment started immediately. 

We are required to be CLIA approved to perform any test. The tests we perform during the 
patient visit are servings for fungal diseases, scabies, lice, etc. 

It is essential to the well-being of our patients and community that these diagnoses be made 
immediately. Please consider the consequences of delayed diagnosis and treatment of 
contagious scalp fungus, scabies and lice to a school, nursing home population, or even in your 
own family. 


Correct diagnosis and prompt treatment is our goal and in the best interest of our patients and of 
our community. 
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Cost is increased when these tests are performed at a hospital laboratory. 

We have always maintained a system so that all laboratory tests sent out are correctly recorded 
on the patient’s record. The systems used by major laboratories do not work best in the small 
office. The CLIA, one system fits all, should not be forced on the small office. 

Before CLIA, we read our scrapings, and simply recorded the results in the patients record and 
explained them to the patient. CLIA requires unnecessary requisitions and logging which are 
time consuming and add no value. 

What might be appropriate for a large laboratory using technicians instead of physicians for 
doing the service is not appropriate for a small office where the test is done by the physician. 

Because of the increased requirements and burden of CLIA, we no longer do Mycocel fungal 
cultures or viral scrapings (Tzanck smears) to diagnose herpes simplex or herpes zoster. This is 
unfortunate for the patients. 

We offer our services in three smaller communities one day a week. Because of the staff 
required, time and cost to comply with CLIA regulations, we are unable to offer laboratory 
services in these locations. The scrapings are packed and transported back to the main office for 
reading. 

This is very inefficient and risks the specimens drying out, being lost or damaged. The CLIA 
regulations cause delayed diagnoses and poorer service than was previously provided in these 
satellite offices. 

Numerous forms and reports must be generated to satisfy the CLIA inspector (see attachments). 
The atmual activity calendar for CLIA shows that there are 46 required meetings, activities or 
reports in addition to the following: 

1) A written requisition is required for each test. (Unnecessary because the result is written 
in the record by the physician during the patient visit) 

2) A laboratory requisition and report log must be completed for each test that is done. 
(Utmecessary because the result is written in the record by the physician during the 
patient visit). 

3) The laboratory refrigerator temperature chart; The temperature be taken, recorded and 
initialed on each working day, then reviewed monthly by the QA person. 

4) The room temperature chart: The temperature must be taken, recorded each working day 
and initialed, then reviewed monthly by the QA person. 

5) The freezer temperature chart: The temperature must be taken, recorded each working 
day and initialed and reviewed monthly by the QA person. 
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6) The autoclave run sheet: Must be recorded each time the autoclave is used and initialed 
then reviewed monthly by the QA person. 

7) The autoclave maintenance record. 

8) Fire extinguisher inspection record. 

9) Cleaning schedule for each exam room and nurse station. 

Nothing is achieved by these requirements that was not done prior to CLIA. 


CLIA has a number of Quality Assurance requirements that do not seem appropriate for 
the office in which the physician does all of the testing. In order to satisfy some of 
these requirements, the Indiana University Department of Dermatology will project a slide, 
with or without scabies. When projected on the screen, we fill out the answer sheet indicating 
whether or not scabies is present; likewise, for fungal scrapings, for hyphae and spores, etc. For 
histopathology reading, ten slides are presented and the physician will record the diagnosis. 

In our office, we also have each physician review a slide to fulfill the CLIA Quality 
Assurance requirement. This meets the CLIA requirement but actually is not 
helpful to maintain or improve one’s diagnostic skills. 

We have always shared difficult slides with the other physicians in our office to sharpen 
our skills. We also take meaningful courses to keep current and sharpen our skills as well as 
reading journals and appropriate medical text. These are some of the ways professionals keep 
current, review and provide accurate diagnoses on clinical 
material. 

CLIA Quality Assurance is neither realistic not helpful to the physician. It is another 
fhistrating, time consuming exercise that might be helpful for technicians but not for 
physicians. 

The increased time and cost taken in the unnecessary rules, regulations and ineffective 
quality assurance measures only decrease of time available for meaningful quality 
assurance programs that a professional will seek to have if he is providing these services. 

I feel that this burdensome, time consuming and costly regulation along with the many 
others that we are under interferes with our ability to have the time and recourses for 
meaningful continued education. 

CLIA has unreasonable rules that create “errors”. The program then is judged by the 
number of “errors” that have been corrected. In my opinion and in our experience, 

“errors” (infractions) are primarily related to paperwork which the program has created 

and which do not affect the quality of service. On one occasion, our inspector said we must have 

“errors” or he will assume we are fudging the data. 
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The Clinical Laboratory Improvement Act of 1988 was written in response to large commercial 
laboratories’ failure to accurately interpret mail-in pap smears, however, the act extended into 
every medical office that offered laboratory services. 

The application of large laboratory rules to the small office has created hardship, increased cost, 
burdensome requirements and much wasted time in small offices. 

Many physician offices stopped offering laboratory services causing patients to have less 
accurate diagnoses or the increased inconvenience and expense of testing at other laboratories. 
As well as, delayed diagnosis and treatment. 

To better serve ow patients, physicians need relief from the unnecessary burdens of CLIA. 
Waiving all microscopic studies in the small office, eliminating unbeneficial paperwork 
(documentation), allowing the professional to determine the best Quality Assurance and 
continuing education would be a start. 

Thank you Mr. Chairman and members of the Coirunittee on Small Business. I will be happy to 
respond to any questions at your request. 

Sincerely, 


Edward L. Probst, MD 
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Introduction 


Chairman Manzullo, Chairman Pence, and Representative Velazquez, I 
appreciate the opportunity to appear before you today to present this statement 
on the Clinical Laboratory Improvement Act Amendments of 1988, known as 
CLIA, on behalf of the American Academy of Dermatology Association’s 14,000 
members. The AADA is the national medical society for physicians specializing 
in diseases of the skin, hau", and nails. 

My name is Dr. W. Patrick Davey. I am a practicing dermatologist in Lexington, 
Kentucky and Chair of the AADA Quality of Care Task Force. I am also the 
managing partner of a nine-dermatologist practice and an assistant clinical 
professor of dermatology at the University of Kentucky Chandler Medical Center, 
as well as a surveyor with the Accreditation Association for Ambulatoiy Health 
Care or AAAHC. I have a longstanding interest in quality improvement in the 
ambulatory care setting, which I have pursued through the AAAHC and various 
opportunities within the AADA. 

Pursuant to Rule XI clause 2(g)(4) of the U.S. House of Representatives, I 
declare that I have never received funds through federal grants, contracts, 
subgrants, or subcontracts. 

Most dermatologists practice in a solo or small group setting. While my 
professional experience is that of a physician working in a large practice, I am 
also very familiar with the needs and challenges facing solo and small practices. 
As an AAAHC surveyor I examine and evaluate how solo and small practices are 
attaining overall quality standards. My work, therefore, is closely linked to 
compliance with quality standards, including those imposed by CLIA, 

The Clinical Laboratory Improvements Act Amendments 

The Clinical Laboratory Improvement Act Amendments sprang to life in 1988 in 
response to reports of problems with Pap smear testing that is performed almost 
exclusively in large independent laboratories. The goal of CLIA is to improve the 
quality of testing in virtually all laboratory settings where tests on human 
specimens are performed. Because CLIA treats big laboratories and physician 
office laboratories in the same manner, the AADA has expressed opposition and 
concerns about the 1988 CLIA law since its inception. 
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AADA Position Statement on the Repeal of CLIA 

The AADA adopted a policy in 1993, shortly after CLIA implementing regulations 
took effect, opposing the 1988 CLIA law. It has not been possible to repeal CLIA 
or enact an exemption for physician office labs, despite the strong support of 
AADA and several other national medical societies for such a remedy. The 
AADA was a leading advocate for passage of a physician office laboratory 
exemption in legislation introduced in successive congressional sessions by 
former Representative Bill Archer (R-TX) and Senator Kay Bailey Hutchison (R- 
TX). The failure of the Archer-Hutchison legislation to win passage has put a 
damper on further legislative efforts that would exempt or otherwise extend CLIA 
relief to physician office labs. AADA policy, therefore, also provides that if CLIA 
cannot be repealed, then appropriate modifications of dermatologic laboratory 
procedures regulated by CLIA should be sought. 

Reducing the regulatory burden of CLIA upon physicians and their patients, as 
the committee is seeking to do, is consistent with AADA policy. With this 
perspective in mind, we are pleased to offer a number of recommendations for 
lessening the burden of CLIA. 

Compliance is Arduous for Solo and Small Dermatologic Practices 

CLIA is burdensome for small and solo practices, which have limited resources 
with which to fulfill the array of CLIA requirements. CLIA requirements for quality 
assurance, quality control, patient test management, proficiency testing, and 
personnel - which comprise the five distinct arms of the regulation - are 
confusing to physicians and their staff. Not one but three federal agencies have 
jurisdiction over portions of the CLIA program, complicating the task of obtaining 
answers to questions regarding CLIA matters. About a decade ago, the AADA 
developed a CLIA manual for its members to simplify compliance with this 
important regulation. It is a testament to the complexity of this regulation that our 
effort to simplify compliance resulted in a binder that is several inches thick! 

By 1995, shortly after CLIA took effect, approximately three out of four 
dermatologists eliminated or reduced in-office laboratory testing, according to an 
AADA survey conducted at that time. Anecdotal evidence suggests that this 
trend has not improved seven years later. Today, many dermatologists collect 
specimens and send them to an outside laboratory for testing, or send their 
patients to an outside laboratory for both specimen collection and testing, 
because fulfilling CLIA requirements is too costly and impractical. However, 
when patients are referred to another site for laboratory tests, it is an 
inconvenience and it delays results, treatment, and diagnosis for the patient and 
his or her dermatologists alike. This is not the preference of most 
dermatologists, who are residency-trained to perform a wide array of laboratory 
tests. 
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Our chief concern with CLIA, therefore, is the extent to which the regulation 
impedes the ability of dermatologists to provide in-office laboratory services to 
their patients. It is appropriate for this committee to examine the impact of CLIA 
on physicians and patients. Your efforts to reduce the regulatory burden posed 
by CLIA are a welcome development. 

Reclassify Commonly Performed Dermatologic Tests 

Some frequently performed dermatologic tests, such as fungal cultures, are 
presently classified as moderately complex laboratory tests. The AADA 
disagrees with this designation, and for this reason believes that the following 
tests should be confined to the waived and physician-performed microscopy 
procedures, or PPMP, categories only: 

• Microscopic examination of hair morphology 

• Potassium hydroxide preparation (KOH) 

• Molluscum smear 

• Fungal cultures 

• Scabies preparation 

• Tzanck smear 

• Gram stain; and 

• Darkfield examination. 

The abovementioned tests are simple, technically easy to perform, extremely 
accurate and have an insignificant risk of an erroneous result. They are an 
integral part of the initial evaluation of a dermatologic patient. The evidence 
shows that putting these simple tests in higher complexity categories led to many 
dermatologists reluctantly choosing to reduce or eliminate in-office laboratory 
services, a situation that inconveniences patients, adds to the cost of medical 
care, and delays the diagnosis. 

We are thoroughly convinced that the above-cited tests fall within the criteria for 
waived or PPMP tests, as specified in the CLIA statute. Accordingly, we are 
reiterating here our longstanding request that the eight tests mentioned above be 
reclassified as waived or PPM tests only. More solo and small dermatology 
practices might furnish in-office laboratory services if the abovementioned tests 
were put in the lower-complexity, waived and PPMP categories. 

The Secretary of Health and Human Services Regulatory Reform Initiative 

Earlier this year, the Secretary’s Advisory Committee on Regulatory Reform 
approved 13 recommendations for improving CLIA. The AADA strongly 
supports the immediate implementation of these recommendations, which are 
listed below: 



120 


• Simplify and clarify the CLIA requirements using plain language when 
possible to assist laboratory and physician office laboratory (POL) staff in 
understanding and complying with guidelines. 

• Provide information to POLs about training opportunities by the state 
survey agencies and other accrediting bodies such as the College of 
American Pathologists (CAP) and the Commission on Office and 
Laboratory Accreditation (COLA) to assist with interpretation and 
implementation of new CLIA requirements. 

• Update the CLIA website and develop a more user-friendly website with 
links to the Centers for Disease Control’s National Laboratory Training 
Network. 

• In the application package include the CLIA requirements and a basic 
laboratory practices-document in plain language tailored to the POL’s test 
system menu for moderate complexity tests. 

• Help laboratories interpret the CLIA requirements. 

• If compliance surveys are performed by CMS on waived laboratories, the 
evaluations should be according to CLIA guidelines and using criteria 
established in consultation with accrediting agencies and physician 
organizations. 

• Modify the Alternate Quality Assessment Survey (AQAS) self survey form 
as an educational tool to facilitate the survey and certification process. 

• Increase the number of POL representatives serving on the Clinical 
Laboratory Advisory Committee (CLIAC) to more accurately reflect the 
number of POLs being regulated. 

• Offer training and simplified guidelines to assist laboratories with the new 
CLIA requirements at meetings of laboratory professionals, accreditation 
bodies and medical organizations. 

• Collaborate with the CDC on an educational brochure for POLs containing 
plain language interpretation of the regulatory requirements. 

• Provide open forums with professional, medical, and accreditation 
laboratory organizations to solicit feedback on ways to improve outreach 
to POLs and to increase understanding of the CLIA program among 
physicians. 

• Solicit interest in developing an educational “Clearinghouse” on the CLIA 
website that includes a multimedia educational program package. 
Interested parties would include CMS, other federal agencies, 
professional, medical and accreditation laboratory organizations, and 
CLIAC. Methods for evaluation of effectiveness of educational programs 
should be designed. 

• Collaborate with states and private laboratory organizations to develop 
and promote self-assessment tools for laboratories, as well as other types 
of educational programs. These should include evaluation of 
effectiveness. 


We strongly urge the Committee to use its influence to press for the immediate 
implementation of these improvements in how the CLIA program operates and 
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interacts with physicians. None of these reforms requires authorizing legislation, 
a fact that should help greatly with bringing about these sound improvements. 
These recommendations also respond directly to dermatologists’ leading 
complaints with CLIA; namely, the lack of clarity in materials explaining 
proficiency testing, the need for simplification in the definitions of tests and 
program requirements, and assistance with preparing for inspections or applying 
for a CLIA certificate. 

Establish Consistency in Laboratory Inspections 

There is a great variance in how laboratory inspections are conducted from state 
to state. This lack of consistency means that the principles and goals of CLIA 
are being applied unevenly, creating more confusion and risk of penalization for 
some dermatologists and physicians than others. Therefore, the AADA 
encourages the appropriate federal agencies to work closely with state survey 
entities to ensure consistency across-the-board in how inspections are 
conducted in physician office laboratories. Predictable and accountable 
inspection processes will ensure fairness and informed compliance. 

Conclusion 


It is my hope that my comments offer useful guidance to you and the committee. 
Reclassifying the eight most commonly performed dermatologic laboratory tests 
as waived or PPMP tests only, working with the Secretary of Health and Human 
Services to achieve implementation of the Advisory Committee on Regulatory 
Reform's CLIA recommendations, and working with state laboratory inspectors to 
ensure consistency in inspections from state-to-state would make the statute less 
ovenvhelming and onerous, and perhaps more tolerable for practicing 
dermatologists. 

It is clear that the recommendations in this statement would advance the goals of 
CLIA while making the regulation itself more comprehensible to physicians. And 
patients would be the ultimate winners if more physicians are able to furnish in- 
office laboratory services because CLIA is made less burdensome. For these 
reasons, the AADA urges the Committee to support our recommendations and 
work with the HHS Secretary to make these necessary changes in the CLIA 
program. 

Thank you for considering my views on this issue of such vital Importance to 
dermatologists and their patients. I would be pleased to answer questions from 
the Committee. 
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'"Tilii ' 

October 3, 2002 


The Honorable Donald A, Manzullo 
Small Business Committee 
United States House of Representatives 
Washington, D.C. 20515 

Dear Chairman Manzullo: 

On behalf of the National Association for the Support of Long Term Care (NASL), we 
represent five major providers of portable x-ray services in the United States. They 
include Symphony Health Care (20 states); US Labs (9 states); HealthTrac (6 states); 
Portable X-ray of Nevada (5 states); and Schryver Medical (I state). We appreciate the 
opportunity to discuss the Centers for Medicare & Medicaid Services’ (CMS) payment for 
transportation fees associated with portable x-ray services. During the past several 
months, our interaction with CMS and the N^ional Association for Portable X-Ray 
Providers (NAPXP) has proven to be very beneficial with great progress to ensure that 
seniors within skilled nursing facilities have access to diagnostic procedures without 
having to be transported to a hospital. 

The issue of the transportation fee is very complex because it involves two discreet 
functions. First, there is a transportation fee. That fee includes the cost of traveling to the 
facility and the time that is spent by the x-ray technician. This part of the fee is handled 
through “carrier discretion.” That is, the carrier has the authority to review the x-ray 
technician and administrative labor costs and other factors that go into that fee. The 
second part of the fee is the “set up fee.” That part is the technician’s time to set up the x» 
ray equipment. It is determined as part of the physician fee schedule and is modified 
through the physician directed CPT coding committee. I would like to explain what has 
occurred in improving the rates for both of these functions. 

Transportation Fee 


With NAPXP, we met with officials at CMS to determine the best direction to ensure 
carriers understood what their role was and how carriers should proceed immediately to 
evaluate the appropriate pa>Tiient. Two steps were required. First, the regional offices 
needed to be informed of the carriers’ authority. Second, carriers needed to be educated 
on the data and information necessary to proceed. Selected carriers have been notified. 
In addition, a Program Memorandum to the regional offices and carriers has been drafted. 
We are very enthusiastic with the speed and deliberate action of CMS to complete this 
task. We have attached a copy with modest edits that we provided to CMS officials. 


Greenberg Trauric, LLP 

800 Connecticut Avenue. N.W. Suite 500 Washington, D.C. 20006 
202-331-3100 Fax 202-351-3101 www.gtiaw.com 

Miami New York Wa.shincton. D.C. Atlanta Piiilapelpru Tysons Corner Chicago Boston Phoenix Wilmington Los Angeles Denver 
Fort Lauderdale Boca Raton West Palm Be.ach Orlando Tall.vhassee 
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Set Up Fee 


To modify this effort, more complex activity must be undertaken. First, data supporting 
the costs of an x-ray technician was required to be submitted. It is our understanding that 
NAPXP has submitted that data to CMS* outside consultant. In that review, the outside 
consultant will evaluate the scope of the data to ensure it is adequate. They will determine 
whether the survey data is representative of the practice expense for the set up and meets 
the recently reduced statistical standards for data submission. If the survey meets those 
standards, the data will replace the practice expense components used by CMS in setting 
the rate. The second step requires representatives of a physician group with NASL or 
NAXPX to appear before the CPT coding committee to ask for changes to the work units 
used for each category of direct and indirect clinical labor, which represent the majority of 
the costs associated with the set up code. By the time this process began, the September 
agenda was closed. NASL has tentatively asked to appear in January and we need to 
begin identifying a supportive physician specialty group to present our case. As this 
Committee knows, the CPT coding committee is not controlled by CMS. It is an outside 
organization of the American Medical Association and they have been very helpful in 
educating NASL on the type of data, process and whom we need to present our case that 
these rates need to be increased. 

There are additional complicating factors. The “set-up” procedure does not include any 
direct physician labor and is classified as a “zero work pool” code and it is therefore 
aggregated with other like-type codes. Therefore, it is difficult to get increases as the 
overall physician fee schedule must be updated in a budget neutral way. We have an 
additional burden that this code is bundled with many others. Therefore, all “zero work 
pool” codes get increased as a group, thereby costing more money if done individually. 
We have been exploring, with CMS’ cooperation, if removal of the code from the “zero 
work pool” will result in an increased rate under the statutory directed formulas. 

While we recognize that this process is more cumbersome and will take more time, we 
feel that CMS, CMS’s consultants and the CPT coding committee have been responsive to 
our concerns and acted in a deliberate and straightforward fashion. We have had several 
phone calls, several meetings, and several e-mails and believe we are moving forward to 
resolve this complex billing issue. 


Greenberg Trauric, LLP 
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We appreciate your oversight in this matter and appreciate the industry workgroup that 
has assembled to represent the needs of the portable x-ray community. 



Greenberg Trauric, LLP 
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Program Memo 


SUBJECT: Carrier review of payment amounts for portable x-ray transportation services 
(HCPCS code R0070)-REQUEST 


Transportation for portable x-ray services (HCPCS code R0070) is paid under the Medicare 
physician fee schedule. There are no national relative values for this service. CMS has not 
established national relative values for this service because there are no national data for these 
services and because there are significant differences in the delivery of this service in different 
geographic areas. Instead, each carrier is required to determine the payment amounts for its 
geographic areas. 

CMS has not established specific criteria that carriers should use in determining the payment 
amounts they establish for such “carrier priced” services. CMS has not established a specific 
annual update factor to be applied to these services. Mid-year adjustments are possible if the 
carrier believes such adjustments are ^propriate. This provides carriers with the flexibility to 
take into account local factors affecting the level of resources required to perform this service. 

Representatives of the portable x-ray industry have raised concerns to CMS and the Small 
Business Administration that in some states, carriers have not performed periodic reviews of 
their locally determined payment amounts. CMS agrees that it is appropriate for carriers to 
periodically review their locally determined payment amounts to determine whether the payment 
amounts reflect the relative resources (i.e., staff, equipment, supplies and general expenses) 
required to perform these services. Such periodic reviews for carrier priced services would be 
consistent with tke-statutory requirement^ that CMS r e vi e w th e relat i v e- values for the physician 
fee sch e dul e no l e ss than e v e ry 5 y e ars. Therefore, if asked by representatives of the portable x« 
ray transportation industry, carriers should work with the local industry representatives to review 
the payment amounts for R0070, taking into account local factors and any data available 
regarding the resources required to provide these services. 



